
New

K

NIEDAD

PHOHNT tH

0i ilH

AN PHot'tg

P28r C, P485 C

Product Vizes opthalmic solution Ne/Revised

0imension llxZlx65mm Reason For change

Substarte ITG Cyber XL Board Colour Scheme

Specification Aqua Varnish,300 GSM Pantone Shades

Country Vietnam Item Code

Remark:- S.F.0rder No.

SPECIFICATION

PTE

U'

c)
.L

*

A/,\ %t'0
dsn uorrnlos
ctuleqltldO

urcexogordr3

stztA

& PEription mly

VIZES
Ciprofloxacin
Ophthalmic

Solution USP
O.3o/o wlv

Q rnum te aon

VIZES
Dung dich
nh6 mdt

Ciprofloxacin
0.3o/o wlv

ClFdoxadr Hyddhde
USMgdlMg
Circfoxadn..............-. 0.3% wto
T6 dwa........................tr dt
adMtum
CN6& USP.............. 0.01%
(chlt uo quan)

chi dinh, 66ne chi d[nh,
llau dtng, dch dtng, dc
th6q 0n hjc: xem tsons td
hudE den si| duru kh Sm.
D9c kj htdng drn tb d|ng

ffihtdiry
oirztinaya n.

TCCL: USP

Bio quih nd kh6 hit
tranh :nh slng, d nhl+t d0
dd 3Pc.
sAn xu6t bdi:

Ph No. GWr, TaErur Mltrc.
Us4 Pdghr 01ffi,
Maharffi Slc, Ah OO

MM

fthh phln:
1 N&bikidingmhk6odai
hicEhg lan frlpheinghg
duns su& va hd i tsS uc sY

B€- 2 Ktu dudc
ifP--l 6u- o; ";01,H ns rhujc Nc| | dc pMn nru quarit d!

Hnh Bm nhi6m sulh hu6c

3. mng 6u6c tsW v&g
1 bdry kt B ngey md dip

vs k. (s6 oK).

M6. Lie No.: MW1 81.17

Barcode

E
E
ro
(o

L

Bd No
(s6 b sx):

Mfg. Dsb
(NCy sx):

Ep. Dsb
{Han dnn€):

NVARNISHED

OPZ AREA
rmm X 16 mfi

+
27 mm 27 mm

J

HOpliox5ml

FGffiMUsNI

-1

t

https://trungtamthuoc.com/



rnr iHaruH pnO,

varu puoruc

oaloreru

HA NOI

Product Vizes Opthalmic solution Ne/Revised New

Dimension 70xl8mm Reason For change

Substarte 75 GSM, Chromo, Sticker Lbl Colour Scheme

Specification UV coating, Roll form Pantone Shades P28lC,P485C

Country Vietnam Item Code
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Thirnh phin:

Ciprofl oxacin Hydrochloride USP
tuong duong Ciprofloxacin......0.3% wfu
Ta duqc....................................vtra d0
Benzalkonium Chloride USP....0.01% w/v
(ch6t bao quan)

BAo quin noi kh6 mat, tninh 6nh siing,
d nhiQt llQ duii 3{rc.

Q Prescrifiion only

vlzEs
Ciprofloxacin Ophthalmic

Solution USP
O.3o/o wlv

M$ No. (s6DK):
Mfg. Lic. No.: MH/l03147
Batch No
(s6 16 sx):
Mfg. Oate
(Nsay sx):
Exp. Date
(Han ding):

san xuat bdi:
Kamla Lifesciences Ltd.

UNVARNISHED
OPZ AREA

(18mmX8mm)

Plot No. G84/1, TaEpur MIDC. Bois_r,
Palghar 401 506, MahaEshtra Slate, An OQ
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70 mm a
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R* Thu6c niy chi dtrng theo don thu6c

VIZES

Cfc ddu hiQu luu f vn khuy6n c6o khi dtng thuiic

Dgc kj hwdmg ddn sft dqtng trwdrc khi dilng

DA xa fim tay tri em

Thilng btio cho btic sj nhtrng tdc dqng khilng mong mudn gqp phfii khi dilng thuilc

THANH pTTAx cONc THTIC THU6C

Thdnh phrln hogt chiit: Ciprofloxacin hydrochloride USP tucrng duong voi Ciprofloxacin 0.3ohwlv.

Thdnh phtin td duqc: Benzalkonium chloride, acetic acid, disodium edetate, mannitol, sodium

acetate, water for injection.

DANG BAO CHE

Dung dich nh6 mdt

M6 ta hinh thfc: Dung dfch trong su6t kh6ng mdu.

CHi DINH

Nguoi lcyn, tr6 moi sinh (0-27 ngiry tu6i1, tre so sinh vd tr6 tQp <ti (28 ngny tuOi di5n 23 thangtu6i;,

tr6 em (2-11 tu6i) vd thanh thi6u niOn (12-16 tu6i).

VIZES dugc chi dinh d6 di6u tri lo6t giric m4c vd nhiSm khudn n6ng o mit ho{c phdn php cira mit
do c6c chtrng vi khuAn nh4y cim gdy ra.

ViQc str dpng kh6ng sinh c6n tu6n thti theo c6c huong a6n ai0u tri chinh thric.

cAcH oUNc, LIEU DUNG

Ngudi lon, tr6 moi sinh (0-27 ngity tu6i), tre so sinh vd tr6 tQp tti (28 ngdy tuOi a6n 23 thang tu6i),

trd em (2-11 tudi) va thanh thiiSu ni6n (12-16 tu6i).

Lodt gidc mqc:

NOn str dpng thudc dtng theo ciic khoing thoi gian duoi ddy, kC ci vdo ban d6m:

Vdo ngiy dAu ti6n, nh6 hai gigt vdo mit bi t6n thuong m6i tS phrit trong s6u gio diu ti6n, sau d6

nh6 hai gigt vdo mit Ui t6n thuong m6i :O phrit trong thcri gian cdn l4i trong ngdy.

Vdo ngiy thri hai, nho hai gigt vdo m6t Ui t6n thuong m6i gio.

Vdo ngdy thri ba di5n ngdy thri muoi b6n, nho hai gigt vdo mit bi t6n thuong m6i + gio. Ntiu bQnh

nhdn cdn <luqc diAu tri lAu hon 14 ngey, cn6 aE dung thu6c tiry theo quy6t dfnh cira

bric si.

Nhi6m khuiin n1ng d mdt:

Li0u th6ng thuong ld mQt ho4c hai giqt vdo mit bi t6n thuong, b6n lAn mQt ngiy.

Trong trudrng hqrp nhi6m khu6n nAng, 1i6u luqng trong hai ngiy iliu ti6n c6 the h mQt ho{c hai gigt

m5i hai gid sau khi ngri day.

Thoi gian di6u trikhuyi5n c6o t6i dald2l ngey.

I
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Li6u dung 6 tr6 em tr6n I tudi gi6ng nhu d nguoi lon.

S* dang thuiic d trd em:

Tinh an toiur vd hiQu qui ctra dung dich nho mit ciprofloxacin dugc xiic dinh d 230 tr€ em ttr 0 rl6n
12 tu6i. Kh6ng c6 brio c6o viitric dpng khdng mong mu6n nghiOm trgng d nh6m bQnh nhnn ndy.

S* dAng thuiic d bQnh nhdn suy thdn vd bQnh nhdn suy gan:

Kh6ng c6 nghiOn ctu ndo voi dung dlch nh6 mit ciprofloxacin dugc thgc hiQn cr bQnh nh6n suy
th4n vd benh nhan suy gan.

CH6NG CHi DINH

Qu6 mdn v6i ciprofloxacin ho4c b6t kj, thenh phAn ndo ctra thu6c.

Qu5 m6n v<ri c5c khang sinh nh6m quinolone.

cANH BAo vA THAN TRQNG KHI DUNG THU6C
Chi str dung cho mit.

Kinh nghiQm l6m sdurg o tr6 em du<vi I tu6i, dpc biet d tr6 so sinh r6t han chti. Kh6ng khuy6n c6o
dung dung dich nh6 m6t ciprofloxacin trong diiiu trf dau mit o tr6 so sinh do lfu cAu ho6c
Chlamydia, vi chua dugc drffi gi6 o nh6m bQnh nhan ndy. D6i v6i dau mit o tr6 sinh, nCIn dieu tri
thich hqrp tuy theo tinh tr4ng cria tr6.

Khi sri dpng dung dich nh6 mit ciprofloxacin, n6n tinh d6n nguy co l6y nhiSm qua dulng hAu hqng
c6 tho g6p phdn vdo sg xuAt hiQn vd lan truyCn sp khring thu6c cira vi khuAn.

C6c phan img quri mAn @han vQ) nghiEm trong vd d6i khi gdy tir vong, m6t s6 xhy ra sau li,5u diu
ti6n, dfi duoc b6o c6o 6 nhirng bCnh nhan dang diAu tri bang quinolon todn thAn. MQt s6 phin img
kdm theo truy tim m4ch, m6t y thric, ngria ran, pht ne nAu hong holc mdt, kh6 tho, mdy day vd
ngria. Chi m6t it sO Ugntr nhdn c6 ti6n st phan tmg qu6 m6n.

Cric phin img qu6 m6n cd'p tinh nghiOm trong vcri ciprofloxacin c6 th6 can eiAu tri c6p criu ngay l4p
tr?c. Quan ly oxy vd dudng tho n€n dugc thuc hiOn khi c6 chi itinh ldm sang.

NOn ngtmg dung dung dfch nho m6t ciprofloxacin khi c6 d6u hiQn dAu ti6n cria ph6t ban da hoac b6t
k! d6u hipu qu6 m5n ndo kh6c.

Nhu voi tdt cit c6c chi5 phAm kh*g khuAn, viQc st dung k6o ddi c6 thC dAn diSn s1r ph6t tri6n qu6
mfc cria c6c chtng vi khuAn ho{c n6m kh6ng nhay c6m. Ni5u xiy ra bQi nhi6m, n6n bit dAu di6u tri
thich hgrp.

Vi€m gdn vd tttrt gen c6 th6 xtty ra khi diAu trf bang fluoroquinolone toin thAn bao g6m
ciprofloxacin, d{c biCt d bQnh nh6n cao tudi vd nhirng ngudi duqc diAu tr! d6ng thdi v6i
corticosteroid. Do d6, n6n ngung diAu tri bdng dung dlch nho mit ciprofloxacin khi c6 d6u hiQu
vi6m gdn dAu ti6n.

O nhirng bQnh nhdn b! lo6t giiic mac vd thuong xuy6n sir dgng dung dlch nho mit ciprofloxacin, dE
quan s6t thAy kCt tira trlng o mit (du luqng thu6c), vd dugc gi6i quy6t sau khi ti0p tgc str dpng
thu6c. HiQn tuong k6t ttra kh6ng cin trd viQc titip tgc dirng ciprofloxacin cfing nhu kh6ng anh
hucrng xdu d6n di6n bitin l6m sdng cta quii trinh h6i phuc. Hi6n tuqng k6t tria xtry ratrong vdng 24
gio dtin 7 ngity sau khi bit <Idu di6u tri. DQ phdn gi6i ktit tira thay d6i tU ngay l4p tric dC; f : ngay
sau khi bat dAu diAu tri.

Kh6ng n6n deo kinh 6p trong khi t1i6u tri nhiSm khurin m6t. Vi v6y, bQnh nhdn nen duqc khuy6n c6o
kh6ng deo kinh ilp trong trong thoi gian diAu trl bang dung dfch nho mft ciprofloxacin.
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Thu6c chria 0,5 mg benzalkonium chloride trong m6i 5 ml tuong duong voi 0,1 mg/ml.
Benzalkonium chloride c6 th6 bi hdp thu bcri kinh 6p trdng vd c6 th6 ldm thay il6i mdu sic cria kfnh
6p trong. Bgnh nhen n6n th6o kinh 6p trong trudc khi sir dung thu6c ndy vd dat lai 15 phft sau khi
sir dgng thu6c. Benzalkonium chloride ctng c6 th6 gdy kich img m6t, dac bipt khi benh nhdn bi kh6
mit hay c6 b6t thu<rng v6 gi6c mac. Khi mit cua bQnh nh6n c6 cAm gifucbitthuong, kim chich hodc
dau sau khi nh6 thu6c, h6y thdng b6o cho b6c si.

Tir dfi lieu han chiS c6 sin, kh6ng c6 sy kh6c biQt vC trO scy t6c dung phu d trd em so v6i nguoi
lon. Tuy nhi6n, n6i chung, mit o tr6 em phan rmg manh hon voi mQt kich thich nh6t ilinh so vdi
mit ngucri lon. Kich img c6 thc anh huong dcn viQc tuan tht di6u tri d tr6 em.

Benzalkonium chloride dd duoc b6o c6o ld gdy kich img mit, circ tri6u chimg kh6 mit vd c6 thi5 6nh
-^hucrng d6n mang nudc mdt vd b€ m(t giitc mac. Thdn trgng khi dung cho benh nhan kh6 mit vd

bQnh nhdn c6 th6 bi t6n thuong gi6c mac. Benh nhan cAn dugc theo d6i trong trudng hqp sir dpng
k6o ddi.

sr/ ogNc rHuoc cHo pHU NrI c6 THAI vA cno coN BU

Phu nir cd thai

Kh6ng c6 dt liQu dAy itti v6 viQc st dgng ciprfloxacin ry phu nt c6 thai. C6c nghiCn cuu trQn d6ng
v4t kh6ng chi ra tac h4i tr.uc ti6p eOi vcri r6i lo4n sinh san hay t6n thuong thai. T6c dpng toan thdn
dp ki6n sC th6p voi ciprofloxacin khi sir dqng t4i ch5.

Nhu mQt biQn phrip phong ngta, tOt nh6t ld tnffi sti dung VIZES trong thoi kj,mang thai, tru khi
lqi fch rli6u tri duoc mong dgi cao hon nguy ccv c6 th6 xiy ra cho thai nhi.

PhU nie cho con bu

Ciprofloxacin dirng duong u6ng duoc bni titit qua sta me. Chua c6 dir liQu vO ciprofloxacin c6 duoc
bdi ti6t vdo sfta me sau khi dung thu6c nho m6t ho{c thu6c b6i tai ch5 hay kh6ng. Kh6ng th6 lo4i
tru rui ro c16i voi tr6 <Iang bri. Do d6, can tnan trgng khi dung VIZES cho phg nt dang cho con bri.

Khd ndng sinh sdn

Chua c6 nghidn cr?u duoc thpc hiQn o nguoi ae Aanfr gi6 nnh huong cria ciprofloxacin dung ngodi
dtin khi ndng sinh s6n. Ciprofloxacin duong udng o dQng vat kh6ng chi ra t6c h4i tryc tiep AairOi
khi ndng sinh san.

ANU HTIoNG cuA THUoc r,tN xHA NANG lAr xn, vAN uANu rvrAy Moc
Thu6c kh6ng c6 hodc anh hu<mg kh6ng rtang ke d6n khA ning l6i xe ho[c sir dgng mdy m6c.

Nhin mo tam thoi hodc ciic r6i loan thi gi6c kh6c c6 the anh huong d6n khi ndng ldi xe vd str dgng
m6y m6c. Nriu mit mtr thoring qua xdy ra khi nh6 thu6c, b€nh nh6n phii dqi cho d6n khi thi lu. ,o
rirng tru6c khi l6i xe vd str dgng mriy m6c.

TUONG TAc vI TUoNG KY COA THUOC
Tuong tdc thudc

C6c nghiOn cuu vA tuong t6c thui5c cp thd chua ducy. c thgc hiQn voi ciprofloxacin dung nh6 mit. Do
n6ng dQ toan than ctra ciprofloxacin d4t dugc th6p sau khi dtng san phAm t4i ch6 JO 1ni, tuong
tric thu6c kh6 c6 thiS xiy ra.

NOu sir dpng nhii:u hon m6t lo4i thu6c dirng cho mgt, cac lo4i thu6c niy phii duo. c dung crich nhau
it nh6t 5 phft. Thu6c m6 tra mit nCn dugc dtng sau ctng.
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Tuong 191 thuiic

Dung dich nh6 mit ciprofloxacin kh6ng tu<rng thich vcri c6c dung dich ki6m.

rAc oqNG KHONG MoNG MUON cuA THUOc
Trong c6c thir nghiQm l6m sirng, circ titc dgng kh6ng mong mu6n cria thudc duo. c biio crio thudng
xuy6n nh6t ld kh6 chiu d mit, lopn v! giric vd ling dqng gi6c m4c xiy ra hn tuqt 6 60 ,3% vi13%
benh nhan.

Bdng t6m tdt cdc tac &tng kh6ng mong mu6,

Circ tic dgng kh6ng mong mu6n dugc li6t k0 du6i d6y dugc phdn lo4i theo quy u6c sau: r6t thuong
g4p (U 1/10), thuong g6p (> 1/100 d6n <1/10), it g4p (>l/1.000 <t6n <l/100), hi6m gflp ( 2l/10.000
<l6n <1/1.000), r6t fri6m gap (<l/10.000), ho{c kh6ng 16 t6n su6t 6h6ng thti u6c tinh tt dfr lieu c6
sEn). Trong m5i nh6m tin su5t, circ tic dung kh6ng mong mu6n dugc trinh biy theo thri tU giam
din mric dQ nghiOm trgng. CAc titc dpng kh6ng mong mu6n dd duo. c quan s6t th6y trong qrra trirf,
thri nghiQm l6m sang vd kinh nghiOm sau luu henh.

Cictitc dr,rng kh6ng mong mu6n sau ddy dE dugc biio ciio li6n quan rttin viQc sri dgng dung dich nho
mit ciprofloxacin:

PhAn loSi co quan hQ thSng ngii uu tiOn theo MedDRA

R6i lo4n hd th6ng mi6n dich Hi€m g\p: qu|mdn.

R6i lo4n hC than kinh h Sqp' nhr?c dAu.

HiAm gQp: ch6ngmf;t.

R6i loan m6t Thudng gqp: ling clgng giric m4c, kh6 .hi, ,;rt, ffi"g
ur6 huy6t o mit. ,,\
h Sqp: bQnh gi6c mac, vi6m giiic m4c, tham nhi&$ gi6c
mAc, sg iinh siing, gi6m th! luc, pht n6 mirnS/rti,
md, dau m6t, kh6 mit, stmg mit, ngfa ^it, chi$ nuoc
mit nhi6u, ti6t dfch mit, d6ng vrty mi mit, bong da mi
m8t, pht k6t mac, ban 116 cira mi mit.
HiAm gqp: tfiilm d6c m6t, vi6m giric mac, vi6m k6t
m4c, khi6m gAp knuy6t bi6u m6 gi6c mac, nhin d6i,
gi6m cim gi6c mit, thi lgc suy nhugc, kich rmg mit,]
vi6m mit,lgo mit. 

]

ROi loan tai vd md cung HiAm gfip: dautai.

ROi loan h6 h6p, l6ng nggc vd trung thdt gqp: tdngti6t xoang canh mf,i, vi6m mfri.

ROi loan ti€u h6a Thudng gfip: lo4n vf girlc.

it gQp:bu6n ndn.

HiAm gfip: tiilchiy, dau bUng.

R6i loan da vd m6 duoi da gfip: vi€m da.

R6i loan co xuong vd md li6n k6t Kh6ng rd in suih: r6i lo4n gdn.

4

-)

(,
ct)

uJ
tl-

https://trungtamthuoc.com/



MO td cdc tdc &/ng kh6ng mong mu6n chgn lgc

Voi c6c khang sinh fluoroquinolone dirng t4i ch5, ph6t ban, ti0u da nhi6m dQc, vi6m da tr6c viy, hQi

chimg Stevens-Johnson vd mdy day rdthi6m khi xAy ra.

C6c phan img qu6 mdn 6tran vC) nghiOm trgng vd d6i khi gdy til vong, mQt s6 sau lii:u dAu ti6n, dd

dugc b6o crio d nhirng bQnh nhan dang dieu trt b6ng quinolone toan th6n. MQt s6 phan tmg kdm
theo tryy tim m4ch, mdty thric, ngria ran, phtr hAu hgng hodc mdt, kh6 th0, mdy day vd ngr?a.

Cdc v6t nut cria vai, tay, Achilles, ho{c c6c g6n khric c6n phSu thu4t sira chta ho{c aan Atin tan tat
k6o dii dE dugc biio c6o o nhirng benh nhan dtng fluoroquinolone toan thdn. C6c nghiOn cuu vir
kinh nghiQm sau luu hanh v6i fluoroquinolone toan than chi ra ring nguy co bi dut niy c6 th6 tang
l0n o nhirng benh nhAn dung corticosteroid, d{c biet la benh nhan l5o khoa vd d ciic gdn bi cang
th6ng cao, bao g6m ci gdn Achilles. Cho d6n nay, dir liQu l6m sang vd sau luu hanh chua chimg
minh duo. c m6i liCn quan rd rdng gita dung dich nho mit ciprofloxacin vir cric t6c dgng kh6ng

il
mong mu6n v0 co xuong vi m6 li6n kdt.

Trong m6t s6 trudmg hqp bi md mit, giem thf lgc vd du lucrng thudc dd duo. c quan srit thdy khi tltrng
ciprofloxacin nh6 mit.

DQc tinh voi rffi sring trung binh di5n n4ng dd dugc quan s6t th6y o nhimg benh nhan duqc didu tr!
bdng khang sinh quinolone tolur thdn. Tuy nhi6n, phan tmg rlQc vcri 6nh s6ng aOi voi ciprofloxacin
ld it g[p.

Trd em

Tinh an todn vd hiQu qu6 cria thuiSc nho mit ciprofloxacin 3mg/ml dd ducy. c xric tlinh b 230 tr6 em tir
0 d6n 12 tu6i. Kh6ng co tirc dung khdng mong mu6n nghiCm trong ndo duo. c bilo c6o o nh6m bQnh

nhdn ndy.

euA LrEU vA cAcH xrl rni
Khi quri li6u tai ch6 dung dich nh6 mit ciprofloxacin, rua mlt bdng nu6c 6m. Oo cric d{c tinh cira
thu6c, kh6ng c6 t6c dung dQc h4i ndo xhy ra khi dung qu6 li6u khi sir dpng cho mit ho{c trong
truong hqp vd tinh nu6t phii.

Dac riNn D[Igc Lu. c HQC

Nh6m dugc l;f : Thu6c nhdn khoa. Thu6c ch6ng nhi6m khuAn khac.

ME ATC: S01AX13.

Co chA hoqt dQng

Ciprofloxacin li mQt kh6ng sinh nh6m fluoroquinolone, c6 ho4t tinh in vitro ch6ng lai nhi6u vi
khu6n Gram du<rng vd Gram 6m. T6c dung digt knuAn vd ric chri vi khudn cfra ciprofloxacin ld do
can thiQp vdo ho4t dQng cta enz1vm DNA-gyrase, li enzyme cdn thi6t cho sy t6ng hgp DNA cta vi
khu6n. Tt d6, th6ng tin quan trgng ttr nhiSm sic th6 cria vi khuAn kh6ng duoc phi6n ma, dAn d6n
phri vO quri trinh trao d6i ch6t cria vi khuAn.

Co ch€ khdng thudc

Vi khu6n kh,ing fluoroquinolone, cg th6 h ciprofloxacin, do nhfi'ng thay d6i di truy6n hgc dring kti o
mQt ho{c nhiAu trong nim co chi5 chinh cria vi khurin: a) circ enzyme t6ng hqrp DNA, b) bio v0
protein, c) tinh th6m cta t6 bdo, d) bom <tAy thu6c ra ngodi, hopc e) aminoglycoside 6'-N-
acetyltransferase qua trung gian plasmid, AAC (6') - Ib.
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C6c khang sinh fluoroquinolone, bao g6m ciprofloxacin, kh6c nhau vd c6u truc h6a hoc vd co ch6
hopt dQng voi aminoglycoside, kh,ing sinh nh6m p-lactam, macrolide, tetracycline, sulfonamide,
trimethoprim vd chloramphenicol. Do d6, c6c sinh vft khring voi ciic lo4i thu6c ndy c6 th6 nhay cdm
v6i ciprofloxacin.

Gid tri ngudng

Kh6ng c6 giri tri ngu0ng chinh thuc d6i vcri thu6c ciprofloxacin nho m6t, ve m4c dir crlc gi6 tri
ngu0ng todn thdn d5 dugc sti dgng, nhmg v6n nghi ngn mric dQ li6n quan voi liQu ph6p t4i ch6. C6c
gi6 tri ngu0ng MIC lam sd,ng theo EUCAST duo. c str dung cho kh,ing sinh ndy nhu sau:

Nhqy cdm voi ciprofloxacin

Ti' lg khang thu6c mic ph6i c6 th6 thay t16i theo dia ly vd theo thoi gian A6i voi c6c loiri duoc chon
vd cin tinh d5n th6ng tin kh6ng thu6c tei dia phucrng, rl6c biQt khi rliAu tri cilc bQnh nhiSm tt uAn
nAng.N6u cdn thi6t, n0n tim loi khuy6n cira chuyOn gia khi tf 16 kh6ng thu6c tai dia phucrng d6n
mric nghi ngd t6c dpng ctia thu6c trong ft nh6t mOt s6 lo4i b6nh nhiSm kfiudn. Du6i d6y liQt k6 cric
lodi vi knuan duoc phuc troi ttr c6c bQnh nhi6m khuan mit ngodi cria m6t.

,--\x
HO NC

)IE N

NH PI

N0r
_--..d
'=4

S t aphyl o c occzs species S<lmg/L,R>lmg/L

Strepto coc cus pneumoniae S<0,125m9/L,R>2mglL

Haemophilus influenzae S<0,5mg/L,R>O,SmglL

Moraxella catarrhalis S<0,5mg/L,R>0,5mg/L

P seudomonas aeruginosa S<0,5mg/L,R> lmglL

Cr{c loii nh4y cim thudmg gflp Cr[c loiri c6 khi ning khdng
Vi sinh v{t Gram duong khi
Coryne bacterium ac c olens
Corynebacterium auris
C orynebacterium propinquum
C oryne b ac t e r ium p s udo diphther it i c um
C orynebacterium striatum
Staphylococcus aureus (nhqy cdm vdi
methicillin - MSSA)

Staphylococ cus capitis
Staphylococcus epidermidis (nhqy cdm voi
methicillin - MSSE)

Staphylococ cus hominis
St aphyl o c o c cus s apr op hy tic us

St aphy I o c o c c us w arne r i
Streptoc oc cus pneumoniae

Nh6m Streptococcus viridans
Vi sinh vft Gram 6m hi6u khi:
Acinetobacler species

Haemophilus influenzae
Moraxella catarrhalis
P seudomonas aeruginos a
Serratia marcescens

Vi sinh vft Gram duong hii5u khi:
Staphylococcus aureus (khdng methicillin -
MRSA)

Staphylococcus epidermidis fthdng methicillin -
MRSE)

Staphyl o c o c cus lugdunens i s

Vi sinh vdt Gram 6m hitiu khi:
Kh6ng c6

C6c vi sinh vft kh6c:
Khdng cd

Cic lohi iIfl khring t[u5c
Vi sinh vflt Gram duong khi:
C o ryne b ac t e r ium j e ikium
Vi sinh vflt Gram dm hi€u khi:
Kh6ng cd

Cric vi sinh vdt khilc:
Kh6ng c6
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DAC TINH DUqC DQNG HQC

Dung dich nho m6t ciprofloxacin duqc h6p thu nhanh ch6ng vdo mit sau khi nho. N6ng dQ thu6c
toan than th6p sau khi dung t4i ch6. N6ng tIQ ciprofloxacin trong huy6t tuong o ngucri sau khi nho
hai giqt dung dich ciprofloxacin0,3oh mdiZ gid trong hai ngdy dAu ti6n vd sau d6 m5i 4 gio trong 5

ngdy tii5p theo nim trong khotng tir kh6ng dlnh luqng duoc (<1,0 ng/ml) d6n 4,7 ng/ml. N6ng dQ

dinh trung binh trong huy6t tucrng cira ciprofloxacin thu duryc trong nghiCn cr?u ndy th6p hcrn
khoang 450len so voi n6ng dQ thu duoc sau m6t li6u u6ng duy nh6t 250 mg ciprofloxacin.

Cric d{c tfnh duo. c dQng hgc toin thdn cira ciprofloxacin dd dugc nghiCn cuu k}. Ciprofloxacin phAn
b6 rgng r6i viro c6c m6 cria co th6.

th6 tich phan b6 bi6u kitin O trang th6i 6n dinh ln 1,7 ddn5,0 Llkg.
Li6n ki5t voi protein huy6t thanh ld20-40%.

Thcri gian b6n thai cria ciprofloxacin trong huy6t thanh ld 3 - 5 gio.

Ci ciprofloxacin vd b6n ch6t chuy'3n h6a chinh ddu duoc thai tru qua nu6c tirSu vd phan. Thanh thai
qua. thfn chi6m gflp khoang 2B tt;ng luqmg thanh thAi trong huytit thanh vcri mdt, vd ducrng ph6n
chitim gap ti lQ phin trlm cdn lai.

O nhirng bQnh nhdn b! suy giim chfc n[ng thfn, thoi gian brin thii cira ciprofloxacin chi tlng o mfc
tIQ trung binh do c6c ducmg <tdo th6i ngodi thfn. Tuong tU, d nhfrng benh nhan bi suy gi6m chfc
nlng gan nghiOm trgng, thoi gian b6n thai cria thu6c chi k6o ddi hcyn mQt chrit.

Kh6ng c6 sin dir liQu duo. c dQng hoc licn quan d6n vi6c sir dyng o tr6 em.

QUY CACH o6Nc Cor
HQpllox5ml.

Diiiu kiQn bf,o quin: Bio qu6n noi kh6 m6t, d nhiOt dO duoi 30oc, triinh iffi
b6o quan thu6c cr nhiQt dQ du<ri 30oc, tnlnh rinh siing trong vong 1 thrlng.

Hln dtng:24 thingkd tu ngdy san xu6t.

Ti0u chuin chdt luqng: USP.

khi mcr nip,

TGn, dia chi cria co s& sin xudt:

Kamla Lifesciences Ltd.
Dia chi: Plot No G-84/1, Tarapur MIDC, Boisar, Palghar 401506, Maharashtra State, An D0.
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