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Thinh phin:
Levoflo@cin hemihydrate
tlmg duong voi
Levofoxacin .................. 0.5 % w/v
Aquros ba* .................... vm dd
Benzalkmium
dloride solulion BP -.... O-O2o/ouN
(ch6t bao quan)

cli a[nh, d.fi ddmg, dl6ng dri qnh, cac
Itlong Un lfiac: an rm ti, huin! din di
dUng hu6c kdm Ors.

Itao quir ma kh6 mat n nhi+r aro duti
3dc, r5nh&rhring.

oinAaayrcw.
04rkthurngdrn sn
.tfng tunE Hri.ritDg.

Tieu druin.fiit lrryng: TCCS

Chi ddng thu& tlug v6ne
mlt lhing eu khl m& nlp

FOR EXTERNAL USE ONLY

B( *ut re oon

SANFLOX
Dung dich
nh6 mit
Levofloxacin

-\-:z
WARNINGS:
1.lf iritation pmists
tr inreas, diffitinuethe
u* and ffisult physician.

B€-r 2. Do nottouch
XY--+ the dropper
H tiosoths
I I dispensing tip

io any surfa@ sine
this may mtaminate the
soluiion.
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SPECIFlCATION

Product

Dimension

Sanflox

30x30x70mm

Ne/Revised

Reason For change

S.F.Order ilo.

Revised

text

CMYKSubstarte ITC Saftre Graphic Board ColourScheme

Specification UVvarnish,320 GSl.l Pantone Shades

Country Vietnam Item Code

Remark- Reverse Tucking Unvamished
ogz

Kh6ng duEc ti6m HOp I ls SmL

https://trungtamthuoc.com/



SPECIFICATION

Specification UV coating, Roll form

Remark:-

sanflox eye drop Revised

Dimension 64x18 mm Reason For change Text Matter

Substarte 75 GSM, Chromo, Sticker Lbl Colour Scheme K 5p. blue, sp. blue, sp pink 20%

Pantone Shades

S.F.Order No.

E
E
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Thinh phAn:
Levofloxacin hemihydrate
tu'dng dudng vdi
Levofloxacin .................. O.5 % wlv
Aqueous base ................... vira di
Benzalkonium
chloride solution BP O 02 o/" vlu
(chdt beo quan)

Bdo quen noi khd m6t o nhiCt da dudi
30o c. tr6nh anh seng.

DA xa dm tav lrC em.
OAc ky hurng dAn si dung lrudc khidung.
Cridinh, cech dung. cfi6ng chidinh, cic $6ng
tin khAc: xin xem td hudng dAn sl} dung thu6c
kem heo.

Rtrru6c t<C don 5mL Visa No. (56'Dk): VN-19357-15
Mfg. Lic. No.: G/28/925
Batch No.
(sti16Sx):
Mfg. Date
( Ngey SX )
Exp. Date
( Hgn da/ng ) '

sen xuAt bdi:
Bharat Parenterals Ltd.
Survey No. 144-4, Jatod Samlaya Road,
Village: Haripura, Tal- Savli,
Dist. - Vadodara - 391 520.
Gujarat State, An DO

SAN FLOX
Dung dich nhd

mit Levofloxacin
Kh6ng du?c tl6m

FOR EXTERNAL USE ONLY
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Country Item Code
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SANFLOX

Thirnh phAn c6ng thfc thu5c
Thdnh phdn hoqt chdt: Levofloxacin hemihydrate tuong duong vcri levofloxacin ....... 0,5Yo wlv
Thdnh phdn td duqc: Benzalkonium chloride solution BP, disodium edetate, sodium chloride,
borax powder, boric acid, polysorbate 80, sodium hydroxide, glycerin, nu6c c6t pha ti6m.

Deng bio ch6: Dung dich nho mit.
MO ta hinh thric: Dung dich trong su6t, kh6ng mdu.

Chi ilinh
Vi khuAn duqc chi rlinh
C6c chirng vi khuAn nh4y cim cua Staphylococcus sp., Streptococcus sp., Streptococcus
pneumoniae, Enterococcus sp., Micrococclts sp., Moraxella sp., Corynebacerium sp., Klebsiella
sp., Enterobacter sp., Serratia sp., Proteus sp., Morganella morganii, Haemophilus inJluenzae,
Haemophilus argtptius /tryc khudn Koch-WeeksJ, Pseudomonas sp., Pseudomonos aeruginosa,
Stenotrophomonos (Xanthomonas) maltophilia, Acinetobacter sp., vit Propionibacterium acnes.
Chi ilinh
C6c nhi6m khuAn sau ddy gdy boi cilc vi khuAn nh4y cim voi levofloxacin: Vi0m bd mi, vi6m trii
lQ, leo (ch6p), vi6m kOt mac, vi6m sgn mi, viOm giric mac fti5 cd lo6t giiic mac), vd dirng ldm
khdng sinh dU phdng sri dgng tru6c vd sau phiu thuft m6t.

Lidu dtng vi cich dtng
Thu6c nh6 mit
Thdng thudng, cho ci nguoi lon vd trd em, m6i tan nh6 vdo mit I giot, 3 lan/ngdy
Li6u luqng c6 thiS duo. c didu chinh theo tri6u chimg cria bQnh nhan.
Thoi gian di6u tri tty thuQc vdo loai nhi6m khuAn vd i16p img cria bQnh nh6n.
Cttch ding:
- Nho mit.

ChSng chi tlinh
Kh6ng dtng dung dich nh6 mit Sanflox cho nhirng bQnh nh6n sau d6y:
Benh nhan c6 ti6n sir quii m5n v6i cric thdnh phAn cira thu6c, ofloxacin holc v6i b6t ky khring
sinh ndo thuQc nh6m quinolone.

P

o
U)

tl.l

1

cAc oAu HrEU LuU f vn KHUvEN cAo KHr DUNG THUOc
Thuiic nay chi dilng theo don thuiic
Dpc k! hudng ddn s* dqng trudc khi ding.
DA xa tim tay tri em.

Th6ng bdo cho bdc s! cdc tdc dang kh1ng mong mu6n gQp phdi khi s* dung thu(ic.
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Cinh b6o vi th$n trgng khi ding thu6c

- pe tranh su xu6t hiQn vi khu6n kh,irg thu6c, can kning dinh tfnh nh4y cim ctra vi khuAn vd

diOu tr! v6i thu6c ndy n6n gioi han 6 thoi gian t6i thi6u c6n d0 ti6u dipt sU nhi6m khuAn.

- Higu quA ctra thu6c ndy v6i Staphylococcus aureu.s dC khang methicillin (MRSA) chua dugc

chimg minh. Vi v{y, n6n dtng ngay thu6c kh6c c6 hiQu lUc kh6ng MRSA cho nhirng benh nhan

duong tinh vcri nhi6m kfiuAn do MRSA vd kh6ng they bet kj, sU cii thiQn tri6u chimg ndo khi

dirng thudc niy.
- Khi dung: Huong dan benh nh6n cAn thfn kh6ng chAm tr.uc titip rlAu lq thu6c vdo mit de tranh

nhi6m b6n thudc.

Cdnh bdo td duqc:

- Thudc niry c6 chria 0,5 mg benzalkonium chloride trong m6i lg tucmg ducrng vcyi 0,1 mg/ml.
Benzalkonium chloride c6 thi5 bi kinh 6p trdng hdrp thu vd lim thay t16i mdu kinh 6p trdng. B$nh

nhdn n6n thrio kinh rip trdng tru6c khi st dgng thu6c ndy vi mang kinh tro lai 15 phrit sau khi

nh6 thu6c. Benzalkonium chloride cfing c6 thd gdy kich img mit, tlac biQt khi benh nhdn bf kh6

mit hay c6 b6t thudng vO gi6c mac. Khi mit cria benh nhan c6 cirn gi6c b6t thudng, kim chich

ho{c dau sau khi nh6 thu6c, hdy th6ng b6o cho b6c si.

Tir dir li6u han chi5 c6 sEn, kh6ng c6 sg kh6c bi6t vC trO so t6c dgng kh6ng mong mu6n d tr6 em

so voi ngudi l6n. Tuy nhi6n, n6i chung, mit o tr6 em phan img m4nh hon vcri m6t kich thich

nh6t dinh so vcvi mit nguoi l6n. Kich img c6 th6 anh huong dtin viQc tuan thir di6u tri d tr6 em.

Benzalkonium chloride dd duoc bilo ciio h gdy kich img milt, cec trigu chimg kh6 mit vd c6 th6

6nh hucrng iltin mang nudc mit vn bA mpt gi6c m4c. Thfn trgng khi dtng cho benh nhan kh6 mat

vd bQnh nh6n c6 th6 bi t6n thucrng giiic m4c. BCnh nhan can dugc theo ddi trong trudng hqrp sir

dsng k6o ddi.

- Acid boric, borax powder: Khdng dirng cho tr6 em duor 2 tu6i boi vi thu6c ndy c6 chr?a bor vi
c6 th6 gdy hai d6n kh6 ndng sinh siin cua trd sau ndy.

Sfr dgng thu6c cho phg nfr c6 thai vi cho con bri

Chi dtrng thu6c ndy cho php nt c6 thai ho{c c6 khi ndng c6 thai ni5u lqi ich di6u tri mong doi
, ,3
hon hdn nguy co c6 th6 xhy ra do dtng thu6c. [D0 an todn cria thu6c ndy trong thai k] chua duoc
thiiSt $p1.

Chua c6 th6ng tin vO dQc tinh cira thu6c niry tr6n thai nhi
Levofloxacin duoc bdi tii5t vdo sira mg. Tuy nhi6n, o HAu diOu tri thu6c du-o. c dF doan kh6ng anh

hucmg d6n tr6 bri m9. Chi dtng thu6c niry cho php nt cho con bri ntiu loi ich di6u tri dU tinh hcrn

han nguy co c6 th6 x6y ra voi tr6 bri me.

Anh hu6nrg cria thu6c lOn khf, nlng l6i xe vir vfn hirnh mrty m6c
Nhu vdi UAt tcy di6u tri tai mit ndo, n6u xdy ra nhin md thoring qua ho{c bAt thuong 6 m6t sau
khi dung thu6c, b6nh nhan n6n dgi cho d6n khi nhin rd ho{c h6t bdt thunng tru6c khi l6i xe ho{c
vfn hanh miiy m6c.
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Tuoug tic, tuong ky cria thuSc

Trong ttic cfia thuiic
Chua c6 dir 1i0u v6 tuong t6c thudc. N6u bQnh nhdn c6n dtng nhi6u hcrn m6t thu6c nho mit, phai

nho c6ch nhau it ntr6t S ptuit.

Trong ky cfia thuilc
Do kh6ng c6 c6c nghiOn cuu vC tinh tuong ky ctra thu6c, khdng trQn l6n thu6c ndy v6i c6c thu6c

kh6c.

Tfc dgng kh6ng mong m,,6n cria thudc

T6c dgng kh6ng mong mrr6n aOi vOi thu6c ndy dd dugc b6o crlo d 8 trong s6 +lZ bQnh nhan

dugc d6nh gia (1,69%). Cric trlc dpng kh6ng mong mu6n chinh ld kich img mit 6 4 b6nh nhdn

(0,85%), vd ngr?a mit o 3 benh t$An (0,64%),v.v...

K6t qui tlidu tra viQc sfr dgng thu6c (t4i thoi tli6m hoirn tattitikiOm tra)
Tric dpng kh6ng mong mu6n aOi voi thu6c ndy dd dugc b6o ciro 6 42 trong sO OO8O bOnh nhdn

(0,63%). Nhirng tric dgng khdng mong mu6n chinh le t6n thucrng gi6c m4c nhu vi6m gi6c mac

lan t6a n6ng 0 l2 bCnh nhan (0,18%), viOm bd mi O 6 bQnh nhan (0,09Yo),kichtmg mit O 6 bCnh

nhan (0,09o/o),v.v .. .

Tdc dErng khilng mong mudn cd !,nghia ldm sdng

S5c, phdn img ph6n vQ fth6ng rd ti lQ mic): BCnh nhan n6n ducy. c theo d6i cAn thfln vi c6 th6 xiy
t.

ra s6c vd phan img phan vQ. N6u quan s6t thdy bdt kj. triQu chimg ndo nhu ban d6, ban, kh6 th0,

ha huy6t 6p, pht mi mit,. . .., phii ngtmg thu6c vir c6 ciic biQn ph6p xtr hi thich hArp.

Tric dltng khing mong muiin khdc

N6u quan s6t th6y citctitc dgng kh6ng mong mu6n sau d6y, n6n iip dUng bign ph6p thich hqp nhu

ngirng dtng thu6c.

Bdo cdo cdc ttic dltng khdng mong nght ngd
Brlo c6o circ t6c dgng kh6ng mong mu6n nghi ngo sau khi luu hdnh thu6c ld rAt quan trgng dti
titip tgc girim s6t cdn bing loi ichlnguy co cira thu6c. C6n bQ y t6 cdn b6o ciio tdt caphan img c6
hai vC Trung t6m qu6c gia ho{c Trung t6m khu v.uc vC Th6ng tin thu6c vd Theo d6i ph6n img c6
h4i cria thu6c.
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Ti lQ mdc

Loai

Kh6ng rO ti 16 mlc Tt 0,1% d6n < 5% <O,,l%o

Qu6 mAn c6m Ban M6 day, vi6m bd mi
(mi mit do/phtr,

v.v...), vi6m da mi
!.mat, ngua

M6t Kich img, thuong t6n

gi6c mAc nhu vi6m

gi6c m4c lan t6a n6ng

Vi6m k6t m4c (sung

huy6t k6t mac/phtr k0t
3mac, v.v...), dau mdt
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Th6ng biio ngay cho b6c s! ho4c duo. c si khi gap citc titc dpng kh6ng mong mrr6n nhu tr6n khi sir

dgng thu6c ho[c b6o c6o cdc ph6n img c6 h4i cira thu6c .rrC T.urg tdm Th6ng tin thu6c vd Theo

d6i phin img c6 h4i ctra thu6c (ADR) QuOc Gia. Dia chi: 13- 15 Le Th6nh T6ng-

Hodrr Kitim- He Nqi. Dign tho4i: 024.3.9335.618; Fax: 024.3.9335.642;

Email : di.pvcenter@gmail.com

Thfing btto cho bdc s! nhtrng tdc d4tng kh6ng mong muiin gqp khi dilng thudc

Qui fidiu vir cdch xfr tri
Kh6ng c6 dir liEu v€ str dr,mg thu6c qu6lidu, kh6ng dtng qu6 HAu chi dlnh ctra thu6c

BQnh nhdn n6n duoc tich cuc theo ddi dO c6 biQn ph6p xir tri kip thcri.

D[c tinh du-oc hpc hgc

Nhtim drqc $,: Cac giac cluffi, Nhan khoa, C6c thu6c ch6ng nhiSm khu6n, Ciic fluoroquinolone,

Levofloxacin.

Md ATC: S01AE05

Levofloxacin li d6ng ph6n quang hqc (dAng l) ctaofloxacin racemic, c6 ho4t tinh khring khu6n

manh gep2lAn ofloxacin.

Co ch6 t6c dgng

Co ch6 t6c dpng chinh cta levofloxacin hydrate ld ric ch6 sp tdng hqp ADN cria vi khuan bang

c6ch ric ch6 ho4t dQng cira AND gyrase (topoisomerase II) vd topoisomerase IV. OOi voi ho4t

dQng fc cn6 AON gyrase (topoisomerase II) hay topoisomerase IV, hi6u lgc ric ch6 cira

php thuQc viro timg 1o4i vi khuAn.

Hogt tinh kh6ng khu6n

j
m
o
a

+

J

Levofloxacin hydrate c6 ho4t tinh kh6ng khudn m4nh ph6 rQng ch6ng l4i citc vi khuAn gdy nhiSm

khu6n mit gOm vi khudn gram duong (Staphylococcus sp. [kC ctt S. pneumoniael, Micrococcus
sp., Enterococcus sp., Corynebacterium sp., v.v...), vi khuAn gram Am (Pseudomonas sp.,

Acinetobacter sp., Enterobacter sp., v.v...), vd vi khudn ky khi (Propionibacterium acnes, v.v...)
(in vitro).

Ttic dEtng dAt vA nhidm khudn gidc mgc tr1n thyc nghiQm

Dung dfch nho mit levofloxacin c6 hiQu qui dy phdng vi6m gi6c m4c do P. aeruginosa tr6n thyc
nghiQm 6 th6.

D{c tinh dugc ilQng hgc

N6ng dQ trong mfu
O nguoi tinh nguyQn tru&ng thenh, khoe manh, ndng dO levofloxacin trong milu dugc do sau khi
nho t4i ch6 hai giot dung dich nho mit levofloxacin vdo mlt 4 lfu/ngdy trong 2 tuan hOn ti6p.
N6ng d6 levofloxacin tai thoi di6m I gid sau khi nh6 hn cuOi o ducri gioi han ph6t hiQn (0,01
pglml,).
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(tho c6 sip t6, chuQt c5ng c6 sic t6, ch6)

Khi nh6 50pL dung dich nh6 m6t rac-levofloxacin viro mit tho c6 sic tl5, thu6c dat di5n n6ng <IQ

tOi tla (C.*) 0 k6t mpc nhdn cAu le 1433,8 ng eq./g vd o ki5t m4c mi mit h 1058,8 ng eq./g sau

15 phrit. N6ng dO t6i da o gi6c m4c ld 6839,5 ng eq./g vd o thtry dich ld 842,8 ng eq./g sau 30

phrit. Sau d6 n6ng d0 thudc gi6m theo thdi gian. Trong m6 mit chria melanin, ndng dO tOi da O

m6ng mhtttn| mi ld I1514,4 ng eq./g vd o biiiu m6 s6c t6 v6ng maclhilc mac ld 3269,6 ng eq./g

sau khi nhb 2 gid, sau d6 dan aan Ui6n m6t.

Khi nh6 lpl- dung dich nho mit lac-levofloxacin vio m6t chu6t c6 sic t6 3 tArVngiy trong 1

tuAn, ndng dO thu6c 6 gi6c m4c d4t d6n2270,8 ng eq./g, o thriy dich ld 267,1ng eq./g vd o dfch

kinh la 372,0 ng eq./g sau khi nh6 len crr6i I gid, sau d6 giim theo thdi gian. N6ng dQ thudc o
m6ng miUtttl mi d4t i16n 185047 ,6 ng eq.lgvd 6 bir5u m6 sic ti5 vdng m4clhic m4c ld 36549,6 ng

eq./g sau khi nh6 1 gid, sau d6 Aan aan bi6n m6t.

Khi nh6 mQt giqt dung dich nh6 mit levofloxacin hydrate 0,3o/o vito mit cria ch6 sdn th6 4
l6n/ngdy trong2 tudn li6n ti6p, n6ng dQ thu6c 24 giit sau khi nh6 Hn cu6i o m6ng mitlth6 mi h
39,4 trtglgvd 6 h6c mac/bi6u m6 slc t6 v6ng mac li 12,3 1tglg, ili6u ndy cho th6y n6ng tIQ thu6c

cao 6 cilc m6 mit chria melanin. MAt kh6c, viQc vfn chuytln thu6c ndy d6n vdng m4c, ngoai tru
,.1 ^ a .A
bi6u m6 sdc t6 v6ng mac ld it.

Chri thich eq.lg: ducrng lucrng/g.

cAc Ncsrtx cul; lAur sANG
HiQu qui theo bQnh I
Ti 16 hi6u qui cria dung dich nh6 mit Cravit theo bQnh ly trong ciic nghiOn cuu so sanh, c6 d6i
chimg, mt d6i, pha II, pha II vd trong thir nghiQm mo thuc hiQn tr6n 323 benh nhdn bi nhi6m
khudn ph6n ngodi m6t ducy. c t6ng k6t ducri d6y:

Ghi chri: *BQnh nhdn bQnh duoc tinh benh li mQt ca.

Hi$u qufl theo vi khuAn nh4y cim vtfi levofloxacin
Ti lQ hi6u qu6 tr6n 323 benh nh6n n6u tr6n ph6n loai theo vi khutin nh4y cim voi levofloxacin
duqc liQt kO duoi ddy:

\
\
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BQnh ly Ti lQ hiQu qui * (%)

["hiQu qui" hoic c6 tl6nh gi6 t6t hon]
Vi6m bd mi 93,3 (t4lt5)
Vi6m tui l0 87,5 (28132)

Leo (chip) 92,5 (37140)

Vi6m k6t m4c 9 1 ,6 96t2t4)(1

Vi6m sgn mi 95,2 (2012t)
Vi0m gi6c mac (k6 ca lo6t girlc mac) 93,8 (30t32)

Vi khu6n Ti lQ hiQu qui *(%)

["hiQu qui" ho{c c6 drinh gi6 t6t hcrn]
Staphylococcus sp.

Streptococcus sp.

Str eptococcus pneumoniae

Enterococcus sp.

91,8 (t57lt7t)
95,8 (23t24)

94,7 (18n9)
87,5 (718)

5
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Micrococclts 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.

Pr opionibactenium ocne s

t00,0 (212)

87,5 (12/14)

86,2 (25129)

85,7 (617)

t00,0 (414)

100,0 (3/3)

75,0 (3t4)

100,0 (4/4)

100,0 (10/10)

t00,0 (717)

100,0 (5/5)

80,0 (4/5)

94,1 (t6lt7)
93,0 (40143)

Ghi chf: "Khi c6 duoc x5c dinh 6 bQnh nhdn, dugc tinh ld mdt ca.vl vl
HiQu qui trong iliiiu tri dq phdng nhi6m khuAn trufc vi sau ph6u thu$t mit
Theo kiSt qui iilinh gi6 hiQu qui dg phong nhi6m khuAn tru6c phSu thu4t cira san phAm ndy tr6n
crlc bQnh nhdn tru6c khi phSu thu4t mit, ti lQ kh6ng nhi6m khu6n ld70,0yo (35/50).

Quy cich il6ng g6i: H6p chria I lq 5mL

Bio quin: 86o quin noi kh6 met nhiqt d0 ducyi 30oC, trrinh ffi sang

Ti0u chuin ch6t tug,ng: Nhd s6n xu6t.

H4n dtngz 24 thingkd tu ngdy s6n xu6t.

Chi dtng thu6c trong vdng m6t thting sau khi mo nip.
Khilng dilng thuilc qud hgn sft dqtng.

T0n, dia chi cria co s& sin xu6t thuSc

BHARAT PARENTERALS LTD.
Dia chi: Survey No. 144-4, Jarod Samlaya Road, Village: Haripura, Tal- Savli, Dist. - Vadodara
- 391 520, Gujarat State, An DO.
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