R, Thudc béan theo don

Ciprobay

Ciprofloxacin 250/500/750
Vién nén bao phim

Thanh phén

Hoat chét:

Ciprobay 250 mg: 1 vién bao film chira 250 mg
ciprofloxacin duwdi dang hydrochloride.

Ciprobay 500 mg: 1 vién bao film chira 500 mg
ciprofloxacin du¢i dang hydrochloride.

Ciprobay 750 mg: 1 vién bao film chira 750 mg
ciprofloxacin dwdi dang hydrochloride.

Ta dwerc:

L&i vién thubc: Cellulose microcrystalline, Crospovidone,
tinh bét ngd, Magnesium stearate, Silica colloidal
anhydrous.

W& bao phim: Hypromellose, Macrogol 4000, Titanium
dioxide (E171)

M6 ta san phim

Ciprofloxacin 250mg:

Vién nén bao phim c6 dang hinh trén, mau trdng hoi nga

vang, mot mat khac “CIP 250", mat kia khéc logo Bayer.
Vién thuéc c6 thé bé thanh hai nira bng nhau.

Ciprofloxacin 500mg:

Vién nén bao phim cé dang hinh thuén dai, mau trang

hoi nga vang, mét mét khac “CIP 500", mét kia khac chi

“BAYER". Vién thudc c6 thé bé thanh hai nira bang nhau.

Ciprofloxacin 750mg:

Vién nén bao phim c6 dang hinh thuén dai, mau tréng

hoi nga vang, mdt mat khac “CIP 750", méat kia khac chi¥

“BAYER".

Chi dinh -

CAC BENH NHIEM TRUNG CO BIEN CHUYNG VA

KHONG CO BIEN CHUYNG DO CAC TAC NHAN GAY

BENH NHAY CAM VOl CIPROFLOXACIN,

+ Nhiém tring dwéng hd hép:

Ciprofloxacin c6 thé dugc ding trong didu tri viém phdi do

Klebsiella, Enterobacter, Proteus, E.coli, Pseudomonas,

Haemophilus, Branhamella, Legionella spp. v

Staphylococcus.

« Nhiém tring tai gitra (viém tai gitra) va cac xoang
quanh mdi (viém xoang), d&c biét nguyén nhan do vi
khu&n Gram am, ké ca Pseudomonas aeruginosa hay
do Staphylococci.

+ Nhi&m trung mat

+ Nhi&m tring than va/hodc duwérng tiét niéu

+ Nhi&m triing co' quan sinh duc, k& ca viém phan phy,
bénh 14u va viém tién liét tuyén

+ Nhi&m triing & bung (nhw nhiém tring dwdng tiéu hoa

hodc dwérng mat, viém philc mac)

Nhiém tring da va mé mém

Nhiém trung xwong va khép

Nhiém triing huyét

Nhiém triing ho&c cé nguy co nhiém trung (dw phong)

trén bénh nhan bj suy giam hé mién djch (vi du bénh

nhan dang diing thuoc suy gidm mién dich hoac giam
bach chu).

« Khir tring dwéng rugt cé chon lgc & bénh nhan suy
gidm mién dich. '

+ Du phong céc trvéng hgp nhiém tring xam lan do
Neisseria meningitidis.

Tré em ;

Ciprofloxacin c6 thé sir dung cho tré em cho diéu trj Iyra

chon thir 2 hodc thir 3 trong cac nhiém triing dwdng tiét

niéu c6 bién chirng va viém than-bé than do Escherichia
coli (d6 tudi dwoc ap dung trong cac thi nghiém lam
sang: 1-17 tudi) va cho diéu tri viém phdi cap nang do
bénh xor nang (cystic fibrosis) di kém vé&i Pseudomonas
aeruginosa (do tudi dugc ap dung trong cac thir nghiém
1am sang: 5-17 tudi).

Viéc didu tri chi nén bt diu sau khi da danh gia cén than

gitra lgi ich / nguy co' do thubc cé thé co nhirng tac dung

khéng mong mubn lién quan dén khép va / hodc cac md

xung quanh. :

Céc thir nghiém lam sang trén tré em da dwgc thye hién

trong nhirng chi dinh néu trén. Béi véi nhikng chi dinh

khac, kinh nghiém I4m sang con han ché.

Bénh than lay truyén qua dwérng hé hap (sau phoi

nhiém) & ngw&i 1én va tré em:

Lam giam tan suét bénh méi hoac giam sir tién trién

clia bénh khi ¢6 phoi nhiém véi trec khuén than Bacillus

anthracis trong khong khi.

Liéu lwgng va cach ding
Liéu lwon

Khang sinh phé réng

Trir khi thu%c duoce ké toa theo cach khac, lidu hang ngay

sau day dwoc dé nghi:
Nguréd Iom:

Bang 1: Lidu khuyén cao méi ngay cia Ciprobay
dwirng ubng trén bénh nhan ngwi Ién

- cép, khong bién chiing

(tién ma&n kinh)
- ©6 bién chirng

Céc chi dinh Lidu méi ngay cua
Ciprofloxacin (tinh theo
mg) d6i v&i Vién nén bao
phim Ciprobay
Nhi&m tring dwéng hé hdp | M&i 1An 500 mg, ngay 2 1an
(tly mirc d6 nang nhe va vi  [t&i mbi lan 750 mg, ngay
khuén gay bénh) *|eln T e
Nhi&m triing tiét niéu: - M&i lan 250 mg, ngay 2 14n

- viém bang quang & phu ni¥ |-

t6i mBi ngay 500 mg, ngay 2 1an
Ligu duy nhét 500 mg
- M&i 1an 500 mg, ngay 2 Ian
Igi mbBi 1An 750 mg, ngay 2

n

Nhi&m tring duwérng sinh dyc

- lau chwa cb bién chirng
(bao gbm nhigm tring bén
ngoai b phan sinh duc)

- viém ph&n phuy, viém tuyén
tidn liét, viém mao tinh
hoan — tinh hoan.

- M&i 1an 500 mg, ngay 1

1&n
- M&i lan 500 mg, ngay 2 I4n -
T6i méi IAn 750 mg, ngay 2 IAn

Tiéu chay

- Salmonella spp
- Shigella spp

- Vibero spp

M&i IAn 500 mg, ngay 2 IAn

Nhi&m tring khac (xem phén
chi dinh) .

Mbi Ian 500 mg, ngay 2 lan

Nhiém tring rét trdm trong, de

dea tinh mang, nhw

- Nhi&m triing tai phat trong
bénh xo nang (cystic
fibrosis)

- Nhiém tring xwong va
khép

- Nhiém tring huyét

- Viém phac mac

Bac biét khi co s hién

dién clia Pseudomonas,

Staphylococcus hodc

Streptococcus

Mbi Ian 750 mg, ngay 2 lan

Bénh than (sau phoi nhiém)

M&i I4n 500 mg, ngay 2 Ian

Dy phdng cac treéng hop
nhi&m tring xam I4n do
Neisseria meningitidis

M&i Ian 500 mg, ngay 1 1an

Tré em va thiéu nién

Bang 2: Liéu khuyén céo méi ngay cua Ciprobay
dwong udng & bénh nhén tré em va thiéu nién

Cac chi dinh Lidu méi ngay cia
ciprofloxacin (tinh theo mg)
déi voi Ciprobay dwéng
udng

Cé4c nhiém tring trong bénh | 20 mg/kg thé trong x 2 14n

Xg' nang mdi ngay
(t6i da 750mgflidu )

Céac nhiém triing dwéng tiéu |10 - 20 mg/kg thé trong x 2

6 bién chirng va viém than | 1&n méi ngay _

bé than (16i da 750mgflidu )

Théng tin thém trén nhifng bénh nhan dic bit

P Tré em va thiéu nién

Liéu diing khuyén céo: xem Béng 2

» Nguwoi lon tudi (trén 65 tudi) 4

Nhirng bénh nhan I&n tudi nén dung lidu cang thap cang
tét tly theo mirc d6 ndng nhe cla bénh va d6 thanh loc
creatinine (Xem muc “Bénh nhan suy gan, suy than").

» Bénh nhan suy gan, suy than

Ngurdi ldm:



1. Bénh nh_an suy than
Bang 3: LiBu khuyén céo vé&i bénh nhén suy than

“DYthanhthdi - | Creatinin huyét | Téng liduubng
creatinin - | thanh | mdingay cia’
[mUphiiti1.73 m2] [umoli] ciprofioxacin -
30 dén 60 123.76 dén 167.98 | Tdida 1000 mg
Duwéi 30 >176.80 Téi da 500 mg

2. C4c bénh nhan suy than dang chay tham tach

Déi v&i cac bénh nhan cé db thanh thai creatinin trong
khodng tir 30-60 mL/phtt/1.73m2 (suy than vira phai)
ho#ic néng @6 creatinin huyét thanh tir 123.76 dén 167.98
pmol/l, liéu dung ciprofloxacin duéng ubng ti da hang
n%ay la 800 mg.

Bdi v&i cac bénh nhan c6 db thanh thai creatinin nhd

hon 30 mLU/phat/1.73m2 (suy than ndng) hodc creatinin
huyét thanh I&n hon hodc bang 176.80 pmolfl, lidu ding
ciprofloxacin dwéng ubng hang ngay t6i da la 400 mg khi
th&m tach, nhirng ngay sau khi tham tach.

... 3. Bénh nhan suy than dang tham tach mang bung lién tuc

ngoai trd (Continuous Ambulatory Peritoneal Dialysis - CAPD)
Lidu diing ciprofloxacin dwéng ubng hang ngay téi da 1a
500 mg (M&i lan 500mg, ngay 1 I&n ho&c mai lan 250 mg,
ngay 2 lan).

4. B&nh nhan suy gan

Trén cac bénh nhan cé chirc ndng gan suy giam, khéng
c&n chinh lidu.

5. Cac bénh nhan suy gan va suy than

Dbi véi cac bénh nhan c6 dé thanh thai creatinin trong
khoén%tir 30-60ml/ph(t/1.73m? (suy than mirc vira phai )
ho&c ndng d6 creatinin huyét thanh tir 123.76 dén 167.98
pmolfl, liéu dung ciprofloxacin dwéng ubng hang ngay téi
da la 1000 mg.

Déi vdi cac bénh nhan cé do thanh thai creatinin nhd

hon 30 mU/phatf1.73m?2 (suy than ndng) hodc creatinin
huyét thanh I&n hon hoéc béng 176.80 pmol/l, lidu diing
ciprofloxacin dwing ubng hang ngay tbi da 1a 500 mg.:
Tré em

Chura c6 nghién clru vé lidu ding & tré em cé suy gidm
chirc ndng than va’hoédc suy gidm chilrc ndng gan.

Cach ding:

Ubng nguyén vién thube v&i mét it nwée. Thube duge
ubng khéng phy thudc vao gidr an.

Néu ubng thuéc ltic byung ddi, hoat chét co thé dwoc hap
thy nhanh hon. Khéng nén ding ddng thoi Ciprobay vii
cac san phdm tir bo stra hay cac dd ubng bd sung khoang
chét (nhuw stra tuoi, stva chua, nwéc cam bd sung thém
calci) (xem myc “Tuong téc véi céc thubc khéc va céc logi
turong tac khac”).

Néu b&nh nhan khéng thé ubng dugc vién nén do mirc
a6 trAm trong cla bénh hodc cac nguyén nhén khac, khéi
dau diéu trj dwge khuyén céo bang ciprofloxacin dang
dich tiém truydn sau dé co thé tiép tuc véi Ciprofloxacin
dwérng ubng.

Thei gian didu trj

Thévi gian didu trj tiy thudc vao dé trdm trong clia bénh,
di&n bién v& 1am sang va v& vi tring hoc. Can didu trj tiép
tyc téi thidu 3 ngay sau khi hét sét hodc hét triéu chirng
|am sang. Thei gian didu tri trung binh:

Ngudi lén:

- 1 ngay trong trérng hep lau cép va viém bang quang

cép khdng bién chirng.
- dén 7 ngay trong nhiém triing than, dwérng tiét niéu va & bung.
- subt toan b giai doan gidm bach ciu clia bénh nhan bj
giam sirc dé-khang -

- t6i da 2 thang trong viém tuy xwong

- va 7-14 ngay trong tt ca nhirng nhim khuén khac.
Didu trj téi thidu 10 ngay trong nhiém khuén do
Streptococcus vi nguy co xay ra bién chirng mudn.
Nhiém tring do Chlamydia spp. nén duwgc diéu trj téi thiéu
10 ngay.

Tré em va thiéu nién

= Bénh x¢ nang

Déi véi viem phdi cAp ndng clia bénh xo nang do nhiém
Pseudomonas aeruginosa & tré em (d6 tudi tir 5 - 17
tudi), thdi gian didu trj 1 10 -14 ngay.

+ Nhi&m trung dwéng tiét nidu nang va viém than bé than
_Dbi v&i nhiém trung dwdng tiét niéu nang va viém than-bé
thén do Escherichia coli, thevi gian didu tri tir 10 — 21 ngay.
Chéng chi dinh

Quéa mén véi ciprofloxacin hodc cac quinolone khac hay
bt ky cac ta4 duge (xem muc “Danh muc céc ta dupc’).
Diing ddng théi ciprofloxacin véi tizanidine (xem muc
“Tuong téc viéi céc thube khéc va céc loai tuong téc khac”).
Canh béo va thén trong

Nhiém triing niing va nhiém tring do vi khudn Gram
dwong va vi khu?n ky khi

Trong viéc didu tri cac treéng hep nhiém triing nang,

nhiém ty cdu khudn (Staphylococci) va nhiém trung do vi

khudin ky khi, Ciprobay phai diing phéi hop voi cac thube
khang khudnthichhep.- . . . .

'Nhiém tring phé cdu khu&ySmme{:us

pneumoniae

Khéng khuyén céo ding Ciprobay trong viéc diéu

trj nhiém phé cau khuén do hiéu qua d%u tri nhiém
Streptococcus pneumoniae con han ché.

Nhiém tring dwéng sinh duc

Nhi&m triing dwéng sinh dyc cé thé do dong lau ciu
khuan (Neisseria gonorrhoea) khang thudc fluoroquinolon.
Trong trwéng hep nhidm tring dudng sinh dyc do hodic
nghi ngér do lau ciu khuén (Neisseria gononhoea%. dieu
quan trong la cin thu thdp céc théng tin vé& tAn sudt khang
thuéc ciproflocxacin tai dia phwong va xac dinh dwgc do
nhay cam véi thubc dwa vao cac test thir.

R&i loan tim mach

Ciprobay c6 lién quan dén cac truéng hep kéo dai doan
QT (xem muc “Téc dung khéng mong mudn”). Do phy

ni ¢é xu hwdng cd khodng QT dai hon so véi nam gidi,
nhirng ba&nh nhan nay cé thé nhay cdm hon véi cac thubc
ch tac dung kéo dai khoang QT. Bénh nhan cao tudi

cling cé thé nhay cdm vé&i nhirng tac dung cla thubc trén
khodng QT hon. Cén than trong khi s& dung Ciprobay
cling v&i nhirng loai thuoc co thé lam kéo dai khoang QT
(vi dy nhur cac thude chéng loan nhip tim loai 1A hogc loai
i, cac thubc chéng trdm cam ba vong, cac khéng sinh
macrolid, cac thubc chéng loan than) (xem myc “Tuwong
téc voi cac thubc khéc va c4c loai tirong téc khéc”), hoic
trén nhirng bénh nhan co yéu té nguy co cla viéc kéo

dai khoang QT hoac gay xoén dinh (vi dy nhw hi chirng
khodng QT dai bdm sinh, mét can bang dién gidi chua
dwoc didu chinh nhw tinh trang gidm kali méau hodc ha
magnesi mau va bénh ly vé tim nhw suy tim, nhdi mau co
tim ho&c nhijp tim cham).

Tré em va thiéu nién :

Twong ty nhu céc thube khéc ciing nhém, Ciprofloxacin®
co thé gay dau khép tai nhirng khép Ién chiu trong e
trén djng vét chwa trudng thanh. Phan tich cac di¥ liéu an
toan hién cb vé viéc sir dung Ciprofloxacin & nhirng bé&nh
nhan dwéi 18 tudi, trong d6 da sb trwérng hop 1a bénh xo
nang, chwa dwa ra bat ky béng chirng nao vé cac theong
tdn & sun va khép c6b lién quan dén thube.

Ngoai viéc sir dyung thubc dé diéu tri viem phdi cip néng do
bénh xo nang gay ra bdi nhiém Pseudomonas aeruginosa
(tré em tir 5 — 17 tudi), nhidm tring dwdrng tiét niéu cb bién
chirng va nhiém tring than-bé than do Escherichia coli (tré
em tir 1 — 17 tudi), va bénh than (sau phoi nhidm), chua cé
nghién ctru v& viée str dyung Ciprobay cho nhirng chi djinh
khac. Kinh nghiém Iam sang cho viéc sir dung thudc trong
nhirng chi dinh khéac con han ché.

Téng mén cam

Tron%vai trwdng hep, ting mén cam va phan (rng dj (rng
c6 thé xay ra ngay lidu dung dAu tién (xem muc “T4c dyung
khéng mong muén") va nén théng béo cho bac sT biét
ngay lap tlc.

Phan (ng phén vé/dang phan vé trong nhi¥ng trurérng hop
rat hiém g&p c6 thé tién trién dén sbc de doa sinh mang,
trong vai trid'ng hgrp xay ra sau khi ding Ign dau (xem
muc “T4c dung khéng mong muén"). Trong nhi¥ng trwdrng
hgp nay phai ngung Ciprobay, cin tién hanh didu tri ndi
khoa (vi du didu trj sbc). --
Hé tiéu héa’

Trong trwd'ng hep bj tiéu chay ndng hodc kéo dai trong
hodc sau khi didu tri, cAn tham khao béc sT do triéu chirng
nay c6 thé che ddu mdt bénh ly dudng tiéu héa nghiém
trong (viém dai trang gid mac de doa sinh mang ¢6 thé

gay t&r vong) cin duoc didu tri ngay (xem myc *Téc dung
khéng mong muébn"). Trong trwdng hop nay phai ngwng
Ciprobay va tién hanh didu trj thich hop (vi du vancomyein,
udng 250 mg x 4 l&n/ngay). Chéng chi dinh dung nhitng
thuoc (rc che nhu ddng rudt trong trurdrng hep nay.

Hé gan mét

Cac trrrng he'p hoai tlr gan va suy gan de doa tinh mang
da dwoc bao céo vaéi Ciprobay. Trong céc bién cb co

bét ky dAu hiéu va triéu chirng nao clia bénh gan (nhw
chan an, vang da, nudc tidu sdm mau, ngira hodc cang
chuwéng bung), cin phai ngirng thubc (xem muc “Téc
dung khéng mong muén”).

C6 thé co tang tam thei céc transaminase, phosphatase-—
kiém ho3c vang da do (* mat, d&c biét trén cac bénh nhan
co6 tdn thwong gan treédc d6, nhirng ngwdri didu tri bing
Ciprobay, (xem “Téc dung khéng mong muén”)

Hg co Xwong

Can sir dyng than trong Ciprobay trén céc bénh nhan bj
bénh nhwoc co, do céc triéu chirng cé thé tram trong
hon. Viégm gan va dit gan (chl yéu trén gan Achilles),

d6i khi & ca hai bén, c6 thé xay ra vé&i Ciprobay, tham chi
trong vong 48 gi&r diéu trj dau tién. Viém va dit gan cb thé
xay ra trong khodng thé&i gian cho dén vai thang sau khi



ngél'.rng didu tri v&i Ciprobay. Nguy co bénh ly vé& gan c6
thé ting 18n & ngudi cao tubi hodc trén bénh nhan diéu tri
dbng théi véi cac corticosteroid. :

Néu c6 bét cir dAu hiéu ndo clia viém gan (vi du swng
dau, viém) nén ngwng st dung ciprofloxacin va tham khao
béac sT. Nén Iwu y gitr cho chan bj tdn thwong dwoc nghi
ngoi va tranh nhitng van déng khdng thich hgp (do co thé
lam tang nguy co dirt gan cor).

Cén than trong khi si» dung Ciprobay & nhitng bénh
nhén cb tidn st rdi loan gan cé lién quan dén diéu tri véi
quinclone.

Hé thén kinh

Ciprobay, giéng nhu céc quinolon khac, co thé khéi phat
con co giat hodc ha thap ngudng co giat. O nhitng bénh
nhan ddng kinh va bj réi loan than kinh trung wong trueéc
d6 (vi dy ngurerng ddng kinh.thép, tien can déng kinh,
giam lwu lwgng méu ndo, céu tric néo bj tdn thuong hodc
dét quj), chi dung Cipmbaz khi d3 can nhéc lgi hai gitra
tac dung cai thidn cia thudc va nguy co do nhirng bénh
nhan ndy co thé bj nguy hiém vi nhitng tac dyng khéng
mong mudn trén hé than kinh trung wong. DA cb bao céo
vé& ¢ac trirdrng ho'p dong kinh lién tuc {xem muyc “ Téac
dyng kh6ng mong muén®). Néu xay ra co git, cin ngirmg
str dung Ciprobay. :

Céac phan (g trén-tam than c6 thé xay ra tham chi ngay
sau lidu d4u tién cla khang sinh fluoroquinolon, bao goém
ca Ciprobay. M&t s6 hiém trwdrng hop, trdm cam hodc cac
phan &ng loan than c6 thé tién trién téi viéc xuét hién y
twéng/y ngh tw sat va hanh vi tw gay nguy hiém cho ban
than , vi dy nhw cac treéng hop cb gang tw tlr hodic tu tiy
thanh céng (xem muc “ Téc dung khéng mong mudn”).
Trong cac bién cb ma bénh nhan cb bat ky phan (rng nao
nhw vay, cin ngung ngay Ciprobay va ap dung cac bién
phap diéu trj phi hop.

Da cb bao céo vé cac truding hop co bénh Iy da day thén .
kinh cam gidc hodc cam gi4c van dong dan téi dj cam,
gidm cam giéc, loan cdm hodc yéu co trén cac bénh nhan
dung fluoroquinolon, bao gdm cé Ciprobay. Cén khuyén
cac bénh nhan dang didu tri Ciprobay phai bao cao cho
céc bac sy trwdc khi tiép tuc tri liéu néu xuét hién cac
triéu chirng bénh than kinh nhw dau, cdm giac bang rat,
dau nhéi, t& hay yéu co (xem muc “ T4c dung khéng
mong muén”).

Da va cac bé phéan lién quan _
Ciprofloxacin co thé gy ra cac phan (rng nhay cam voi
anh sang. Bénh nhan dang uéng Ciprobay nén tranh tiép
xlic trizc tiép vdi anh sang mat tréi hodc tia cure tim qué
nhiéu. Nén ngwng didu trj néu c6 hién fugng nhay cam
anh sang (vi dy phan (ng da giéng nhu phdng) (xem myc
“ Téc dung khéng mong muén”). :
Cytochrome P450:

Ciprofloxacin gay (rc ché & murc d9 vira phai enzym

CYP 450 1A2. Can than trong khi diing déng thei véi cac 555

thuéc khac clng chuyén hoa qua hé théng enzym (nhw
tizanidine, theophylline, methylxantines, caffeine, ropinirole,
duloxetine, clozapine, olanzapine). Néng dd cac thudc nay
trong huyét thanh va céc tac dung khdng mong mudn dac
treng clia thubc cé thé tang I&n do tac dung trc ché chuyén
hoa, dao thai cua Ciprofloxacin (Xem myc "Tuong tac wéi
cac thude khéc va céc dang tuong tac khéc”).

Twong tac véi cac test thir

Trong cac nghién ciru in vitro, hiéu lye cla ciprofloxacin
co thé gay anh hwéng dén cac test nudi cly '
Mycobacterium tuberculosis do thudc (rc ché s phat trién
cla mycobacterium, tao ra két qua am tinh gia trong cac
m&u bénh phém cla bénh nhan c6 str dung Ciprobay.

Twong tac véi cac thude khac va cac dang twnﬁ tic
khac

Céac thudc gay kéo dai khoang QT _
Twong ty nhw cac quinolon khac, can than trong khi sir
dung Ciprobay trén cac bénh nhan dang ding cac thubc
lam kéo dai khoang QT (vi du cac thudc chéng loan nhijp
nhém IA va nhém i1, cac thube chéng trAm cam 3 véng,
cac khang sinh macrolid, cac thubc chbng loan than) (xem
phan " Cdnh bdo va thén trong").

Phirc chét gay chelat hoa

Dung déng th&i Ciprobay va céc thubc chira cation

da hod tri hay cac khodng chét bd sung (nhw calcium,
magnesium, nhdm, sét), cac chat gan phosphate polymer
(nhw sevelamer, lanthanum carbonate), sucralfate hay - -
antacids va cac thudc dém cao (nhw vién didanosine) c6
chira magnesium, nhém, calcium sé lam gidm hép thu

cua ciprofloxacin. Do vy, nén udng Ciprobay trwdc 1-2
gi¢r hodc it nhét la 4 gié¢r sau khi udng cac ché pham trén.
Ngoai trir cac antacid thudc nhom (e ché thy thé H2.
Thirc &n va cac san pham tir bo siva

Khéng nén ding ddng thei ciprofloxacin véi cac san phdm
tir bo stra hay cac db ubng bo sung khoang chét (nhu
stra twoi, stra chua, nwdc cam bd sung calci) do nguy co
lam gidm hép thu cla Ciprobay. Tuy nhién, véi calci cung

.diing déng théri véi Ciprobay. g

cép tir bira dn thi dnh hwéng khéng dang ké dén hap thu .
ciprofloxacin. ' MY
Probenecid :
Probenecid can tré sw bai tiét qua than cta Ciprobay.
Dung dong théi cac thude chira probenecid voi
ciprofioxacin tam gia tAng néng dé ciprofloxacin trong
huyét thanh. e 2 :

Metoclopramide

Lam ting hap thu cha ciprofloxacin va giam thai gian dat
dén nbng d6 t6i da. Khéng guan sat'thiy Snh HiFdtig trén
tinh sinh kha dung cida ciprofloxacin.

Omeprazole '

Dung ddng thai ciprofloxacin va cac thude chira
Omeprazole gay giam nhe nong dé Cmax va AUC cla
ciprofloxacin. . ! &
Tizanidine ' :

Mot nghién ciru 1am sang trén ngirdi khoé manh cho thay
khi diing kém véi ciprofloxacin thi nong dd cua tizanidine =
trong huyét thanh tang lén (néng do Cmax tang 7-an,
khodng tang: 4 t&i 21-1an; AUC tang: 10 I4n, khodng tang:

6 t&i 24 1an). Kém theo do & nguy co ha huyét-ap va tac
dung an than (xem myc “Cytochrome P450"trong rhyc
“Cénh béo va than trong”). Khdng ding déng thoi cac thube
chira tizanidine vé&i Ciprobay, xem muc “Chéng chi djnh":
Theophylline . el

Duing ddng théi ciprofloxacin va cac thude chira
theophylline co the gay ra su gia ting ngoai y nbng dd -
theophylline trong huyét thanh. Diéu nay c6 thé gay ra

tdc dung khéng mong mudn do theophylline, trong rét
hiém cac truding hop ¢ac tac dung khéng mong mubn

nady c6 thé de doa sinh mang ho3c gay tir vong. Néu

budc phai dung ddng théi hai loai thudc nay,; nén kidm

tra nong dé theophylline trong huyét thanh va nén-giam.
liéu theophylline thich hop (Xem muc “Cytochrome P450"
trong muc “Canh bao va than trong”). TRt
Cac dén xuét xanthine khac - .

Pa c6 bao cao vé tang ndng dd cac dan xuét xanthine
trong huyét thanh khi ding déng thoi ciprofloxacin véi cac
thudc co caffeine hodc pentoxifylline (oxpentifyliiie): -n¢
Phenytoin L s

Thay @i néng dé huyét thanh clia phenytoin (ting hodc
gidm) da duoc quan sat trén cac bénh nhan ding dong .
th&i Ciprobay va phenytoin. D& tranh 1am gidm sy kiém
soét co giat do giam ndng dd phenytoin va dé tranh cac
tac dung khéng mong muén do qua liéu phenytoin khi
ngirng dung Ciprobay trén bénh nhan st dung déng thai
ca hai thubc, can giam sat diéu trj phenytoin bao gbm ca

-do nﬁng‘dé phenytoin huyét thanh, trong va ngay sau liéu
_ trinh phoi hop Ciprobay va phenytoin

Methotrexate

.Sw van chuyén clia methotrexate trong éng than c6 thé

bi trc ché khi diing dong thai vai Ciprobay va lam tang. »».. .

nbng dd cta thudc nay trong huyét thanh. Diéu nay co

thé lam ting nguy co gap cac phan (ng déc hai cua

methotrexate. Do dé can theo ddi bénh nhan chat ché khi
.- (B

NSAID . Rl ¥

Tir cac nghién ciru thuc nghiém trén dong vat, ngudi ta:

thay phéi hop quinolone (cac chét (rc ché men gyrase)

liu rat cao v&i vai thube khang viém khéng steroid (ngoai

trir acetylsalicylic acid) c6 thé gay ra co giat.

Cyclosporin

Nguw&i ta ghi nhan co sw gia tang thoang qua ndng do

creatinine huyét thanh khi ding dong théi cac thude chira

ciprofloxacin va cyclosporin. Vi 18 d6, can phai theo déi

thuéng xuyén ndng dé creatinine huyét thanh (hai lan/

tuan) cho nhirng bénh nhan nay.

Cac chét déi van vitamin K

 Vige ding dbng thai Ciprobay véi thubc d6i van vitamin

K co thé lam tang tac dung chéng déng cua thudc nay.
Nguy co' nay cé thé thay doi theo cac yéu to nhu nhiém
tring tiém an, tudi va téng trang bénh nhéan, do do rat khd
danh gia sy gép phan cua ciprofloxacin vao Viec lam tang
INR (international normal ratio). Can kiém tra INRthuéng
xuyén trong va ngay sau khi diéu tri Ciprobay véi cac chat
dbi van vitamin K (vi du nhw warfarin, acenocoumarol,
hodc fluindione).

Cac thudc diéu tri dai thao dwong dung dwong udng

D& cb bao cao vé cac trudng hop ha duﬁmglhuyet khi: . -

str dung ddng théi Ciprobay va cac thudc udng didu

tri dai thao dudrng, chi yéu la cac sulfonylurea (vi.dy: -
glibenclamd, glimepirid), ¢ I8 do iam téng tacdung cla
céac thubc udng diéu ti dai thao dudng (xem myc “Tée
dung khéng mong muén”). :
Duloxetine ' . ;
Céc nghién clru Idm sang da chirng minh ring dung ddng -
thi duloxetine vovi cac chét tre ché manh CYP450 1A2
isozyme nhu fluvoxamine ¢é the 1am tang AUC va Cmax
clia duloxetine. Mac di hién tai chwa co di liéu 1am

sang vé kha nang tuong tac voi ciprofloxacin, nhwng cé



thé xay ra anh hwéng tuong ty khi ding kém (xem myc
“Cytochrome P450" trong muc "Cénh béo déc biét va than
trong khi st dung’).

Rophinirole

Céc nghién clru [am sang da cho thiy vigc st dung déng
thei ropinirole véi ciprofloxacin, chét trc ché vira phai
isozyme CYP 450 1A2, sé lam téng thém 60% Cmax, va
tang 84% AUC cla ropinirole. Nén kiém tra cac tac dyng
khéng mong mudn c6 lién quan dén ropinirole trong va
ngay sau khi ding phéi hgp thubc nay véi Ciprobay (xem
muc “Cytochrome P450" trong muyc “Cénh bao dic biét va
thén trong khi str dung”).

Lidocaine

Nghién ciru trén nguwdi kho& manh da chirng minh réng
diing cac thuéc chira lidocaine kém véi ciprofloxacin lam
giam do thanh thai cda lidocaine tinh mach xudng 22%.
Tuy lidocaine dunz nap 6t nhung cé thé sé xay ra twong
tac co lién quan dén cac tc dung ngoai v khi dung ddng
thoi lidocaine véi ciprofloxacin.

Clozapine

Nbéng do clozapine va N-desmethylclozapine ting 29% va
31% twong (ng sau 7 ngay dung phéi hgp ciprofloxacin
250mg va clozapine. Cén theo doi 1am sang va hiéu chinh
lidu clozapine thich hop trong va ngay sau khi phéi hop
Ciprobay v&i clozapine (xem myc “Cytochrome P450"
trong muc “Canh bdo dac biét va than trong khi st dung”).
Sildenafil

Nbéng dd Cmax va AUC cla sildenafil ting gap hai lan
trén nguwdi khoé manh sau khi ubng déng theri 50mg
thudc nay va 500mg ciprofloxacin. Do d6, can thén trong
va can nhic gitra nguy co va lgi ich khi ké don phéi hop
Ciprobay vdi sildenafil.

S{r dung & phu nir ¢6 thai va cho con bl

Phu nir co thai

Cac dir lidu hién co vé viée st dung ciprofloxacin trén
phu ni¥ mang thai cho thdy khdng cd ddc tinh gay dij tat
cling nhw ddc tinh trén thailtré so sinh. Céc nghién cliru

Bang 4: Céc tac dung khéng mong mudn

trén dong vat cling khéng cho thdy ddc tinh trén sinh san.
Dua trén co sé& cac nghién clru trén dong vat, khong thé
loai trir thubc c6 thé gay tdn thwong sun khdp ciia bao
thai (xem D liéu an toan tién 1&m sang”), do vay khéng
khuyén céo si¥ dyng Ciprobay trong thai ky.

Céac nghién ciru trén déng vat khong cho théy bét ky bing
chirng tac dung géy quai thai (dj tat) (xem muc “Céc di¥
liéu an toan tién I&m sang”). '
Phu nir cho con bi

Ciprofloxacin dwgc bai tiét qua sira me. Khéng khuyén
céo sir dung Ciprobay cho ba me trong th&i ky cho con
bl do nguy co c6 thé gay tdn thwong khép. Nén nglrng
cho con bt khi sir dung Ciprofloxacin.

Tac dyng trén kha néng lai xe va vén hanh may méc
Fluoroquinolone, bao gém ciprofloxacin c6 thd &nh hwéng
dén khd nang lai xe va van hanh may méc do tac dung
I&n hé than kinh trung wong (CNS) (Xem muyc “Téc dung
khéng mong mudn”). Dac biét khi udng regu kém theo.
Téac dung khéng mong muén

Cac tac dyng phu (ADRs) thwérng gip nhét dya trén
t4t ca cac nghién ctpu Idm sang vé ciprofloxacin (ubng,
tiém truyértg dwgc phén loai theo cac xép loai lll cia
CIOMS vé tan sudt (toan bd n=51621 bénh nhan).

Tan suét cac tac dung khéng mong muén béo céo khi
diing Ciprobay duwoc tom tét trong bang dwdi day. Trong
méi nhom, tac dung khong mong mubn duge trinh bay
theo mirc do nghiém trong gidm dan. :

Tan suét dwec mb ta nhw sau:

R4t thudng gap (2 1/10);

thwédng gép (= 1/100 va < 1/10);

khéng thudng gap (= 1/1,000 va < 1/100);

hiém gap (2 1/10,000 va < 1/1,000); rét hiém gép (< 1/10,000);
Nhirng tac dung khdng mong mubdn chi dugc phat hién
trong qua trinh leu hanh thube, va 1a nhikng tac dyn
khéng wéc tinh dugc thn suat, dwoc liét ké trong ph%n
“Khong rd". :

Hé co quan Thwirng gép | Khéng thwéng Hiém gép Rat hiém gap Khéng ré
gdp
Nhiém khuén va B&i nhidm nam Viém rudt két do
nhiém ky sinh khang sinh (rét hiém
khi gay ti vong)
R6i loan hé huyét va T#ng bach chu va |Giadm bach cu, thiéu |Thiéu méu tan huyét,
bach huyét eosin mau, gidm bach chu |mét bach céu hat,
- trung tinh, ting bach |giam huyét ciu (de
chu, gidm tidu clu, |doa tinh mang), gidm
ting tiéu chu, tuy xwrong (de doa
: tinh mang)
Ré&l loan hé mién Phén &ng dj (ng, pht |Phan ¢ng phan va, i
dich dj ¢rng/phtt mach shock phan vé (de . I
dog tinh mang),
phén img giéng
|bénh huyé!tJ thanh.
Ré6i loan chuyén hoa Giam sy thém an | Téng dudng mau
va dinh dwdng va thirc &n_&n vao [Ha dudng huyét
Réi loan tdm thén Tang hoat dong tm|LG 1An va mét dinh  [Phan (rng loan tam
th&n van dong/ kich |hwéng, phan Gng thén (c6 thé co
déng lo I&ng, gidc mo bét  |kha nang tién trién
thudng, trAm cam (cé {thanh hanh vi ty gay
thé c6 kha nang tién |thwong tich, vi du
tridn thanh hanh vi  |nhw cé y twédng/suy
ty gay thuong tich vi |nghT va nd Iuec tur séat
du nhw c6 ¥ tudng/  |hodic ty sat thanh
suy nghi va nd lye ty |céng)
sat hodc ty sét thanh
clng ), 4o gidc
Réi loan hé thin Pau d4u, choan Réi loan cam giac,  |Pau nira dau, rdi Bénh ly day thn -
kinh vang, rbiloan mét |gidm cam gi4c, run, |loan diéu phéi, réi  |kinh ngoai bién va
ng, réi loan vj giac {ddng kinh (bao gdm  |loan khiru giac, tang |bénh da day than
ca trang thai ddng cam giac, {dng ap kinh
kinh), chéng méat lre ni sp (gid u ndo)
R&i loan vé mét Réi loan thj lyc Réi loan mau sic
R6I loan vé tai va U tai, gidm thinh lyc  |Nghe kém
mé dao £
Rél loan vé tim Tim dap nhanh Boan QT kéo dai,
loan nhip thét, xoén
dinh *
Réi loan mach méu Gian mach, ha huyét |Viém mach
e e ap, ngét s
Réi loan hé hép, Khé thé (bao gbm ca
I18ng ngwe va trung bénh hen)
thét
Réiloan tidu hod  |Budn nén Nén, dau bung, khé Viém tuy
Tigu chay tigu, ddy hoi
Réi loan gan-mét T&ng men Suy gan, vang da,  |Hoai ti t& bao gan
transaminase, ting |viém gan (khéng phai |(r&t hiém khi tién
bilirubin do nhiém tring) trién dén t&i suy
gan de doa dén tinh
mang)




H& co quan Thwdng gép | Khéng thwimg Hiém gap Ré4t hiém gép Khéng rd
gép
Réi loan vé da va Phéat ban,nglra, ndi |Phan (’ng nhay cdm |Diém xuét huyét,  |Phéat ban myn mi
céc mb duwéi da mé day véi anh sang, mun  |ban dd da dang, ban [toan than cép tinh
rép dd nat, hgi chimg  |(AGEP)
Stevens-Johnson (cé
thé nguy hiém dén
tinh mang), hoai tlr
biéu bl nhiém déc
(c6 thé nguy hiém
dén tinh mang).
Réi loan co xwong, Pau khép Pau co, viém khép,  |Yéu co, viém gén,
mé lién két va téng trrong lyc co,  |dirt gan (thwomg
Xwong chudt rat gdp gén achille),
lam ndng hon trigu
chirng cia chirng
nhugc co ndng.
R&i loan than va tiét Tén thwong than  |Suy than, dai mau,
niéu s6i than, viém éng
than ké
Réi loan chung va |Phdn (rng lgi vi|Dau khéng dac Phu, db md héi (ting |Déng di bét thudmg
tai chd tiém truydn |tri tiém truyén [hidu, mét mdi, sbt  |tiét md héi)
Xét nghiém tham dé Tang phosphatase |N&ng dd bét thudng Tang INR (& céc
kidém trong méu cla prothrombin, tang bénh nhan didu '
amylase trj bang thudc dbi
khéng vitamin K)

* nhirng bién cb dwgc béo céo trong giai doan Iwu hanh thubc va dugc quan sat cht yéu trén nhirng bénh nhén c6 yéu
té nguy co kéo dai doan QT (xem myc “Cénh béo dac biét va thén trong khi str dung”).

Céc téc dung ngoai y sau hay gép hon & nhom bénh nhén ding
dang tiém truyén hodc diing lién tuc (tir dang tiém ti dang
udng):
Thwérng gép:

Nén, tang thoang qua ndng
d% men transsaminase, phat
ban

Giam tidu ciu, tang tidu céu,
16 1&n va mét dinh hwémg, do
gidc,rbi loan cdm r%i‘éc. déng
kinh, chéng mét, réi loan thi
giac, gidm thinh hec, tim dap
nhanh, gidin mach, ha huyét
4p, tdn thwong gan thoang
qua, vang da, suy than, phi.

Giam bach cAu, gidm tuy
xuong, shock phan vé, phan
(ng loan tam thén, dau nira
@Au, rdi loan khiru gi&c, nghe
kém, viém mach, viém tuy,
hoai t&r gan, diém xuét huyét,
dirt gan.

Khéng thuwéng gép:

Hiém gép:

Tré em

~—FAnxuét méi bénh khép d& cap & trén dugc thu thap tir

nhing d liéu trong cac nghién ciru trén nguwdi Ién. Cac
b&o céo vé bénh khép kha phd bién & tré em (xem muc
“Cénh bdo déc biét va than trong khi st dung”)

Théng bado cho béc si nhiPng tdc dyng khéng mong

muén gép phéai khi sir dyng thuéc.

Quaé lidu va cach xi» ly

Ngoai nhi¥ng bién phap cép ciru thuwdmg quy, cin theo dbi
chirc néng thén, bao gdm ca pH nwéc tiéu, acid héa nwéc
tiéu, néu can thiét, @& phong nglra tinh thé niéu. Bénh
nhén cin dugc bl nwée ddy da. Chi co mt lwgng nhd
(<10%) ciprofloxacin duwgc thai trir bing cach tham tach
méu hoc thdm tac mang byng.

Dic diém dwec Iy hoc

Pic diém dwoc lye hoc

Co ché tic dyng

Ciprofloxacin c6 hoat tinh in vitro chéng lai v&i phé réng
¢4 vi khuan gram am va gram dwong. Tac dung diét
khuén clia ciprofloxacin gay ra do (rc ché cac enzym
topoisomerase type |l cia vi khudn (enzym DNA gyrase)
va topoisomerase |V 14 loai enzym cén thiét cho qua trinh
sao chép, phién mé, slra chira va tai t6 hop DNA.

Co ché khéng thubc

Trong céac nghién ctru in vitro sy & khang véi
ciprofloxacin kha phé bién do céc dét bién tai vj tri dich
trén enzyme topoisomerase IV va gyrase ADN cla vi
khuén qua cac a0t bién da chidu. Nhiing dft bién don 1&
cé thé chi lam gidm tinh nhay cam véi thudc chir khéng
géév dé khang trén Iam sang, nhung dét bién da chiéu cd
thé gay dé khéang thubc trén 1am sang va gay khang chéo
véi cac thube trong nhém quinolone.

Co ché d& khang lam bét hoat cac khang sinh khac bang
c&c hang rao tham théu (phd bién dbi véi Pseudomonas
aeruginosa) va co ché bom ra ngoai cé thé dnh hwdng
dén tinh nhay cdm véi ciprofloxacin. Cling d4 c6 b4o céo
dé khang thuéc qua trung gian Plasmid gy ra do gen gnr.
Co ché d& khéang lam bét hoat penicillins, cephalosporins,
aminoglycosides, macrolides, va tetracyclines khéng gay

anh huwdng dén tac dung khang khuln cla Ciprofloxacin.
Hién tai chwa & lidu c6 d& khang chéo Ciprofloxacin véi
cac nhom khang khuén khac hay khdng. Céc ching c6
dé khang voi cac thube nay co thé vln nhay cam véi

Ci oxacin. .

Nong do diét khun téi thidu (MBC) thwrdrng khdng virgt
qua 2 Ian néng dd tec ché t6i thidu (MIC). '
Dg nhay cam in vitro v&i Ciprofloxacin

Tan suat khang thubc méc phai cé thé thay dbi vé dja ly
va v&i théri gian dbi voi cac ching dweec lya chgn, cin

It v @én cac théng tin v& khang thubc & dja pheong,

d#c biét khi didu trj cac bénh nhiém tring nding. N&n tham
khéo y kién bac sT néu trong khu virc c6 nghi ngér xuét
hién khéng thubc.

Trén in vitro @4 cho thAy céc ching vi khudn sau day
thwérng nhay cadm véi Ciprofloxacin:

Chiing ai khi gram (+):

Bacillus anthracis

Staphylococcus aureus (nhay cdm véi methicillin)
Staphylococcus saprophyticus

Streptococcus spp.

Chiing ai khi Gram (-)

Aeromonas spp Moraxella catarrhalis

Brucella spp. Neisseria meningitidls =~
Citrobacter koseri Pasteurella spp.
Francisella tularensis Samcneila spp.
Haemophilius ducreyi Shigella spp.
Haemophilius influenzae Vibrio spp
Legionella spp Yersinia pestis
Vi khuén ky khi

Mobiluncus

Vi khudn khéc

Chlamydia trachomatis

Chlamydia pneumoniae

Mycoplasma hominis

Mycoplasma pneumoniae i

Céc ching sau day cho thay mirc d9 nhay cam khac
nhau véi Ciprofloxacin: Acinetobacter baumannii,
Burkholderia cepacia, Campylobacter spp., Citrobacter
freudii, Enterococcus faecalis, Enterobacter aesrogenes,
Enterobacter clocae, Escherichia coli, Klebsiella
pneumoniae, Klebsiella oxytoca, Morganella morganii,
Neisseria gonorrhoeas, Proteus mirabilis, Proteus
vulgaris, Providencia spp., Pseudomonas aeruginosas,
Pseudomonas fluorescens, Serratia marcescens,
Peptostreptococcus spp., Propionibacterium acnes.

Céc chang dwoc coi la da khang véi Ciprofloxacin:
Staphylococcus aureus (d& khang methicillin) va
Stenotrophomonas maltophilia, Actinomyces, Enteroccus
fascium, Listeria monocytogenes, Mycoplasma
genitalium , Ureaplasma urealitycum, vi khun Ky knf (Trir
Mobiluncus, Peptostreptococus, Propionibacterium acnes)
Pic didm dwoc déng hoc

Hép thu

Sau ubng lidu don vién nén 250 mg, 500 mg va 750 mg
Ciprobay dwgc hép thu nhanh va hoan toan, chd yéu tai
rudt non va dat nbng do téi da trong mau sau 1-2 gior.
Sinh kha dyng tuyét dbi dat khoang 70 -80%. Néng ¢ tbi
da trong huyét turong (Cnex) va tdng dién tich dwdi duéng
cong (AUC) ting twong trng vai lidu diing.



Phén bé .

Kha n&ng gén két v&i protein cta Ciprofloxacin 1a thap
(20 — 30%), va thudc cé mat trong huyét twrong phan Ién
la dang khéng ion hoa. Ciprofloxacin cé thé khuyéch tan
tu do ra b&n ngoai thanh mach. Thé tich phan bé thudc
& mrc &n djnh 1a 2 -3 L/kg thé trong co thé cho thay
ciprofloxacin cé thé tham nhap vao cac mé va dat dén
nong d6 vugt trén ndng d6 twong (rng trong huyét thanh.

Chuyén hoé

D4 xac dinh ¢6 mdt lwgng nhé 4 chét chuyén hoa gém:
desethyleneciprofloxacin (M1), sulphociprofloxacin (M 2),
oxocirpofloxacin (M 3), va formylciprofloxacin (M 4). Trén
in vitro, cac chéat chuyén hoa tir M 1 dén M3 ¢é hoat tinh
khang khuén twong ty hodc thap hon hoat tinh khang
khuén cuia acid nalidixic. M4, hién dién vdi legng nhd
nhét, c6 hoat tinh khang khuén trén jn vitro twong dwong
norfloxacin.

Thai trir

Ciprofloxacin dwgc chuyén hoa chl yéu duwéi dang khéng
chuyén hoa qua than va mét lwgng nhd ngoai than.

Tré em

Trang cac nghién ciru trén tré em, C,..,. va AUC |a céc chi
sb khong phy thudc vao tudi. Khdng quan sat thiy cb sy
téng'dang ké C,,,, va AUC dung lidu cao (10mg/kg/TID).
Trén 10 tré bj nhiém tring ndng duwéi 1 tudi, C,,, sau 1
gi¢r tiém tinh mach vdi liéu 10mg/kg la 6, 1mg/L (tir 4,6 —
8,3 mg/L); dbi v&i nhém tré tir 1 dén 5 tudi, chi sb C,

1a 7,2 mg/L. Gi4 trj AUC 12 17,4 mg'hiL ( tir 11,8 — 32,0
mg'h/L) va tir 16,5mg /L (tr 11,0 — 23,8 mg'h/L) & cac
nhém tudi twong tng néu trén. Nhirng gia tri nay nim
trong khoéng @& dwo'c béo céo ddi véi ngudi I6n & lidu
diéu tri. Dyra trén dan sb, phan tich vé dwoc ddng hoc trén
cac bénh nhan la tré em v&i nhidu loai nhiém tring khac
nhau, thdi gian ban huy dwoc dy doén 13 khodng 4 dén

5 gié&r va sinh kha dung clta dung dich treo dung dwéng
udng la khoang 60%.

Di¥ liéu an toan tién Idm sang

Déc tinh cdp

Bgc tinh cap clia ciprofioxacin dung dwdng ubng duoc
danh gié Ia rét thap. Theo tirng loai, liéu gay chét 50%
(LDsg) sau tiém tinh mach la 125 — 290 mg/kg.

Dédc tinh man

» Cac nghién ciru vé dung nap lau dai trén 6 thang

Liéu diing t&i 500 ma/kg va ca lidu 30 mg/kg dwoc dung
nap ma khéng gay anh hwéng téi khi va chudt riéng cho
tirng loai. Co sir thay ddi & 6ng lwgn xa cda than & nhdm
khi dung lidu cao nhat (30 mg/kg).

Gay ung thw

Trong céc nghién clru vé kha néng gay ung thu trén chudt
nhét (21 thang tudi) va chudt Ién (24 thang) véi liéu cao
téi khodng 1000mg/kg thé trong/ngay trén chugt nhét va
125 mg/kg thé trong/ngay trén chudt Ién (liéu ting dén
250mg/kg thé trong/ngay sau 22 tuan), khéng that xuat
hién bat ky bang chirng kha nang gay ung thu & bét ky
lidu nao.

Béc tinh trén s sinh san

B Cdc nghién clru trén kha néang sinh san cla chudt
Ciprofloxacin khong gay anh huéng 1én kha néng sinh
san, sy phat trién trong tlr cung va sy phat trién sau khi
sinh, cling nhw trén kha néng sinh san cta thé hé F1.

- Cac nghién clru doc tinh trén phéi thai

Chura phat hién bang chirng gay déc cho phéi hodc gay
quai thai cha ciprofloxacin.

P Si phat trién trede va sau khi sinh trén chudt

Chuwra phat hién bat ctr 4nh hwdng nao clia thudc dén sy
phét trién trrérc va sau khi sinh clia loai vat nay. O cubi
giai doan nudi, cac diéu tra bénh sir cling khéng chi ra béat
clr d4u higu nao vé ton thuong khép & cac con vat it tudi.

D6t bién gen

8 thir nghiém vd&i ciprofloxacin trén in vitro vé bién ddi gen
da dwogc thye hién.

Méc du két qua cla 2 trong s6 8 thir nghiém in vitro nay
(bao gdm Nghién ciru dot bién gen gay u bach huyét trén
chudt (Mouse Lymphoma Cell Forward Mutation Assay)
va Nghién ciru nudi ciy t& bao gan chudt da thay déi DNA
{Rat Hepatocyte Primary Culture DNA Repair Assay]! F]
duweong tinh, tat ca cac thir nghiém in vivo hé théng déu
cho ket qua am tinh.

Céc nghién ctru vé d6 an toan cho khép

Cling nhu cac chat (rc ché men gyrase khac, ciprofloxacin
géy ton thwong cac khép Ién, chiu trong lyc cia co thé
trén cac loai vat chura triedrng thanh.

Murc d6 tdn thwong sun rat khac nhau tuy thude vao tudi,
loai, va lidu dung; mirc 3 tdn thuong co thé dugc giam
bét néu gidm Iyc dé 1én cac khép. Cac nghién ciru trén
ddng vat truding thanh (chudt, ché) cho thay khéng 6 tén
thwong sun. Trong mdt nghién clru trén cho san, st dung
ciprofloxacin liéu cao (ttr 1,3 dén 3,5 lan liéu didu tri) gay

thay d6i khop sau 2 tuén diéu tri, nhing thay @i nay van
con tbn tai sau 5 thang. O lidu didu tri, khéng thay nhirng
anh hwdng néu trén.

Han diing
60 thang ké tir ngay san xuét.
Khéng st dung thudc qua han ghi trén bao bi
Piéu kién bao quan
Bao quan & nhiét do dudi 30°C (dwéi 86°F)
Quy cach déng goi
Hép 1 vi chira 10 vién bao film
Dé xa tam tay tré em
Doc ky hwéng dan str dung trwée khi ding
Néu cén thém théng tin, xin héi y kién bac si

San xuét béi:
Bayer Pharma AG.
51368 Leverkusen, CHLB Brc

Ngay duyét ndi dung tom tat san pham: 10/01/2012
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