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Rx - Thube bén theo don

PROXACIN® 1%

(Ciprofloxacin)
Dung dich dim dic diing pha dung dich tiém truyén 10 mg/ml

Thinh phin:

1ml dich dém ddc chira:

Hogt char: 10 mg Ciprofloxacin.

Ti dwgc, acid lactic, acid hydrochloric 10%, nudc cit pha tiém.

Dargre Iyre hoe:
Nhom duge 1y dibu tri: khing sinh sir dyng todn thin nhém Fluoroquinolone.
ATC code; JOIM A02,

Ciprofloxacin I3 m{t t4c nhin hod trj khing sinh phd rjng thudc nhém
fluorinated quinolone.

Co ché téc dyng ciia cac fluoroquinolone lién quan dén i hye ciia chiing véi DNA
gyrase (type [l DNA topoisomerase) vd lopoisomerase IV,

Sur phong tod héri chc quinolon giy ra sy suy gidm tbng hop DNA vi do
a6 té bio 52 bi chét, Ciprofloaxcin cd tic dung diét khudn trén cic vi khudn & pha
nghi vi pha phin chia.

Trén co & cde nghién clru vitro, che vi khudn sau nbay cim véi ciprofloxacin:
Acinetobacter, Aeromonas, Baclilus anthracis, Bricella, Campylobacter,
Chlamydia: Citrobdcter, Corynebacterium, Edwardsiella. Enterobacter,
Escherichia colt. Haemophilus, Hafnia, Klebsiella, Legionella, Listeria,
Morganella, Moraxella, Pasteurella, Plesiomonay, Providencia, Proteus (che
chiing indole-duong vi indole- dm), Pseudomonas, Salmonella, Serratia,
Shigella, Staphylococeus, Vibrio, Yersinia,

Céic chiing vi kbuin voi cic mirc 89 nhgy cém khic nhau:

Alcaligenes, Enterococeus faecalis, Flavobacterium, Gardnerelia, Mycoplasma
hominis, Mysobacterium tuberculosis, Mycobacterium fortuitum, Neisseria,
Streptococcus agalactiae, Streptococcus pyogenes, Streptococcus pneumoniae,
Streplococcus virdans.

Céc ching sau thudmg khing thude;

Enterococcus faecium, Ureaplasma urealyticum, Nocardis asteroides.
Co mdt vai ngogi 14, che vi kbudn ky khi nhay cAm & mirc do vira phii
(Peptococcus. Peprosireptococcus) hodc khing thubc (Bacreroides).

Ciprofloxacin khang cb tic dung chbng lai Treponema pallidum.

Vide khing thube cia mot vii vi khudn co thé rit khic nhau vé mit dia I¥ cling
nbu thiri giam c6 I§p cio vi khuln. Do 46, dc bigt didu trj cic nhiém khudn ning,
thing tin dja phuong vé sy khang thubc phii duge tinh dén. Thong tin nity ehi
cung cdp dif lifu tuong 361 chinh xdo v vife vi khudn c6 nhay cdm hay khéng
nhay cam von ciprofioxacin.

Su khang thubc cda vi khudn xult hifn chim va & nhiéu giai dogn.

Sy khing thube ciia plasmit khing duge quan sit thiy, Thyc té 1A vi khudn chia
plasmit hodn toan nhay cim véi ciprofioxacin 1& xdc ding vé mit 1dm sing,
Khdng 6 sy khing chéo giira ciprofloxacin vi f-lactam, aminoglycoside,
tetracycline, macrolide hofic cde khing sinh polypeptide, cic sulphonamides,
trimethoprim hode che din xubt nitrofurane.

Mic di sy khing chéo cda cic vi khudn niim trong logi ire ché gyrase 4 duge
quan sir thiy. Tuy nhién, ciprofloxacin d6i khi c6 thc dyng chbng lai sy khing vi
khuén cia céc chit irc ché gyrase.

Do cilu tric hod hoc, ciprofioxacin ¢4 tic dyng ching lai cac vi khuin sink
Pelactamase.

Sau khi ciprofloxacin sir dyng in vitro két hop voi cac khing sinh f-lactam v

aminoglycoside, mit tic dyng cong hwdmg bofic tic dyng trung tinh &3 duge

quan sat-ibiy: Tae dyng higp luc 83 duge quan sét (hiy tuong ddi hidm va tc

dyng déi khing riit hifm khi duge quan sét thiy, Ciprofloxacin o6 thé duge sir

dyng phdi hyp voi cdc thube khing sinh sau, trong cic nhidm khudn giy ra boi:

- Pseudomonas: viri azlocillin, ceftazidime,

- Streptococcus: vai azlocillin, mezlocillin, cdc khing sinh cd tde dyng
p-lactam.

- Staphylococeus: cic khéng sinh B-lactam, djic bidt isoxazoline penicillins,
VADCOMYCin.

= Vikbuin ky khi: v&i clindamycin, metronidazole.
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Duge ddng hoc ciia ciprofloxacin sir dung dwéng tiém tinh mach c6 thé dugc

mé té béri mot sy hip thu bic nhit. Néng d6 ciprofloxacin ting tuyén tinh

trong khodng licu tiém truyén tir 200 dén 400 mg. Sau khi tiém truyén 200 mg
ciprofloxacin trong khodng théri gian trén 60 phit va sir dung dwimg uéng 250 mg
ciprofloxacin (nhiic 13i mdi 12 gid), thu durge gid tri AUC tuong ty nhau. Sau khi
tiém truyén tinh mach mot gidr 400 mg ciprofioxacin, nhic lai mdi 12 gio, dién
tich dudi dudng cong twong ty nhy sau khi s dyng 500 mg ciprofloxacin mdi
IZ.ibMungnn. Sir dung tinh mach 400 mg mdi 8 gid tuong dwong vai sir
dyng dudng udng 750 mg mbi 12 gies.

Phén b -

Ciprofloxacin gin két véi protein huyét twong tir 20% dén 30% vi c6 mft
lrunghuyél twong chi yéu dudi dang khéng ion hod. Thé tich phin bé cia
ciprofloxacin tir 2 dén 3 Vg, Ciprofloxacin thiim thiiu vio da sé chc mé va dich
co thé voi ndng 46 cao, vurot qua 1d rét ning 4§ tuong (ng trong huyét thanh.

Chuyén hod
Bén chiit chuyén hod cda ciprofloxasin duge phit hign: desethyleneciprofioxacin,
sulphociprofioxacin, oxociprofloxacin va fi I acin. Chung cé tac dyng

di¢t khudn nhung thip hon ddng ké so véi gbe. Cée chilt chuyen hod bai
tiét vie nudc tidu (9,5% lidu sir dung) va vio phiin (2,6% lidu sir dyung).

Thai tra .
Ciprofloxacin duge bi tiét qua cd hai con dudmg qua thin vi mt lugng nhé hon
khéng qua thin. 61,5% v 15,2% lidu sir dyng duge tim thdy tuong ing trong
nudc tiéu va trong phin dudi deng thube khong ddi. D§ thanh thai téng cng cia

ciprofloxacin i 0,48 dén 0.6 Vgio/kg, 40 thanh thai thin la 0,18 dén 03 lgio/kg.

B thanh thai khéng qua thin cua ciprofloxacin chi yéu do bai tidt qua rudt v sy
m&éﬂm 1% lidu duing bii tiét qua dutmg mit, Ciprofloxacin ¢6 mit trong mit
v nong 30 cao.

Ciprofloxacin qua duge nhau thai va ¢6 bai tiét vao sita me.

Chi djnh:

Negweiri ldn

Bidu tr{ cde nhilm khudn bién chirng va khing bién ching gy ra bai céc tdc

nhdn gdy bénh nhay cdim vai ciprofloxacin

- Viém taigita.

: Nﬁz khudﬁn mit. ) o

~ Nhiem khuin sinh dyc, vd. viém phin phu , b§nh [3u, viém tuyén tien ligt.

- Nhiém khudn & bung, vd. nhidm khudn da day ruét, nhiém khudn éng mit,
viém phiic mac,

- N:liim khﬁu da vi mé mém,

- Nhi¢m khudn xuong va khap,

— Nhiém kbuin méu.

~  Nhifm khuin thin va dudng niéu dudi: ‘

Do khing sinh fluoroquinelon, trong 46 c6 ciprofloxacin lién quan d&n phin (mg

c6 hgi nghiém trong (xem muc Nhimg cdnh bdo vit thin trong khi sir dung thude)

va nhidm khudn dudng tiét nigu khéng phirc tap & m{t s6 bénh nhin cb thé ty

Kkhai, chi nén sir dyng ciprofloxacin cho nhiing bénh nhan khéng ca kya chon diéu

tri khdc thay thé.

- Che nhifm khuin duomg ha hip, bao gom viém phdi giy ra bai Klebsiella.
Enterobacter, Proteus, E. coli, Pseudomonas, Haemophilus, Moraxella,
Legioneila vh Staphylococeus.

Khéng 8 nghi sir dung ciprofloxacin nhu lra chon diu tién trong diéu trj viém

phéi cong ding méc phai gdy ra bdi Pneumococcus.

Do khing sinh fluoroquinolon, trong d6 6 ciprofloxacin lién quan dén phin img

¢b hai nghiém trong (xem myc Nhilng cénh bio v thin trong khi s dung thubc)

vit dot nhiém khudn cdp cia ﬁampaimnmmﬁnnammaunnnnmcﬁmé
ty khoi, chi nén sir ciprofioxacin cho nhitng bénh nhin khdng b lya chon
dibu tri khdc thay thé.
- Viém xoang, dic biét 1 cac nhidm khudn gy ra béi vi kbudn Gram dm

(vd. Pseudomonas) hofc bt Staphyvlococcus.
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Do khdng sinh fluoroquinolon, trong d6 c6 ciprofloxacin lidn quan dén phin (mg
¢é hyi nghiém trong (xem myc Nhing cénh bio va thin trong khi sir dung thubc)
va viém notngmtinh do vi khufin & mjt sé bénh nhin c6 thé ty khoéi, chi nén
n&éd\m; ciprofloxacin cho nhitng bénh nhin khng cb lya chon didu trj khic thay
thé.

Dy phang hodc diéu tri cic nhiém khudn cho cdc bénh nhdn suy gidm mién dich,
vd. ede bénk nhan dang diéu tri voi cdc téc nhdn suy gidm mién dich hode cde
bénh nhin gidm bach cdu trung tinh.

Khir nhiém chon loc rugt cho cdc bémh nhan suy gidm mién dich,

Bénh than: giam 1i I mdc phdi hogc sw tién trién cia bénh do phoi nhiém
Bacillus anthracis.

Tré em
Con kich phit suy hé hdp trong bénk xo nang gdy ra bdi Pseudomonas
aeruginbsa & iré em tir 5 dén 17 wdi. - ceddnd Sl nh

Bénh than. gigm ti I mdc phdi hodc sw tién trién cia bénk do phoi nhiém
Bacillus anthracis,

Khong d¢ nghi sir dung ciprofioxacin cho tré em trong cdc chi djnh khic,

Chéng chi djoh:

Khong sir dung Proxacin 1%:
Trong trudmg hop mén cdm véi ciprofloxacin holic céc khing sinh quinolone
khéc hodc bat cir ta duge nao cia thude,

~  Phy nir c6 thai va nudi con bi.

- Sir dyng ddng thiri v&i tizanidine, boi vi ndug 4§ tizanidine trong huyét
twong 6 thé tang v cdc phin ng ¢6 hai lién quan dén lam sing — vd. hp
huyét ip déng mach va ngi ga ed thé xult hign,

Lidu ding vi cich ding:
Sir dyng san phim béng cich tiém tinh macl
ddm dgic. Lidu thiémg diing nhu sau:

Ngwdri ldm

Bénh lgu:
~ Khéng beao gbm co quan sinh dyc: 100 mg, ngéy 2 lin.
~  Cip, khong bién chimg: 100 mg, sir dyng lidu don.

Nhiém khudn dedmg tiéu hod: 200 mg, ngiy 2 lin,

Bénh than (sau khi phai nhiém): 400 mg, ngiy 2 lin. Néu phoi nhidm Bacilius
aut]lr:é:i: duge dy doin hoje xac dinh chic chin, viéc sit dung thude cing sém
cang tot,

Cdc nhifm khudn khde (xem mue Chi dink): 200 dén 400 mg, ngdy 2 ln.

Cdc nhidm khudn ndng de dog tinh mang (ddc bigt khi cde vi khudn
Pseudomonas, Staphylococcus hoge Streptococeus spp. duge hign): viém
phdi do pnenmocoecal, nhidm khudn t4i phit do xo nang, nhiém khuin xvong vi
khdp, nhiém khuin mdu, viém phic mac: 400 mg, 3 lin mjt ngiy.

Nhiém khudn dwong niéu:

~ Cap, khéng bién ching: 100 mg, ngiy 2 lin.

- Viém bing quang & phy ni tién main kinh: lidu don 100 mg,

- Bién chimg: 200 mg, ngdy 2 lin, et
Nhiém khudn dieomg hé lulffn(mj thuge mice dg nhiém khudn va dang mm bénh):
200 mg - 400 mg, ngdy 2 lan.

Céc bénh nhin gi nén sir dung lidu thip nhit c6 thé, wy thude mirc 4§ nhidm
khudn va &) thanh thdi creatinin.

Tréem
Con kjch phat suy hd hap do xo nang gdy ra boi Pseudomonas aeruginosa & iré
em ti 5 dén 17 tuoi: 10 mg/kg, 3 lan mit ngdy. Lidu 16i da 1 1.200 mg mdi ngiy.

Binh than (sau phai nhiém): 10 , 2 liin mit ngiy. Liéu don tdi da la 400 mg
va lidu 11 da hang ngdy la 800 mg. Neu phoi nhiém Bacillus anthracis dugc dy
doin hefic xic dinb chiic chiin, vige sir dung thudc cing sém cing tdt.



https://ftrungtamthuoc.com/

Bénk nhin suy thin

Néu 4§ thanh thii creatinin tir 31 dén 60 m1/phit/1,73 m? dién tich co thé hodc
ndng 46 tix 1,4 dén 1,9 mg/100 ml, liéu tdi da hing ngdy la 800 mg tiém tinh
mach.

Néu 4§ thanh thai creatinin biing hodc han 30 ml/phit/1,73 m? dién tichco
thé ndng d§ creatinin trong trong bing hodc 16m hon 2 mg/100 ml, lidu t6i
da hing ngdy I 400 mg, 1iém tinh mach.

Bénh nhdn tham tdch mdu - sit dyng liéu trén vio ngdy thim thch méu, sau khi
qué trinh thim tich két thic.

Bénh nhén tham tdch mang bung lién tuc — 50 mg ciprofloxacin nén duge sit
dyng trong méang bung mot lit dich thim téch, 4 An mét ngiy, mdi 6 gid.

Bénh nhin
Khong cha ditu chinh lidu.

Bgnh nhén suy gan va thin

San phim dwge phan liu tuy theo mirc 49 suy thén,

Khéng c6 cde nghién ciru lieu ciprofloxacin & tré em suy chirc néng thin
v /hojic gan.

Thirl ginn didu tr

Tuy thude mirc 46 nhidm khudn, difn bién 1am sing va két qua thir vi kbudn hoc.
Viéc diu trj phai duge tiép tuc trong it nhiit 3 ngay sau khi di hét sét va céc trigu
chirng lam sang cua bénh, 5

Théi gian diéu trj trung binh nhi sau:

Bénh liu mkh-bng bifn chimng, viém bing quang: 1 ngay.

Nhidm k xuong vi tuy xuong: Ién 16i 2 thing.

Bénh nhin suy gizm miln dich — trong théi gian giam bach cdu trung tinh.
Con kich phat suy hd hép do xo nang gdy ra béi Pseudomonas aeruginosa & tré
em tir 5 dén 17 tudi: 10 dén 14 ngdy.

Bénh than (sau phai nhifm) & ngudi lén va tré em: 60 ngdy. .
Céc nhiém khudn gy ra bai Chlamydia hodic Streptococci phii duge diéu tri
khéng it hon 10 ngay, do nguy co bién chitmng.

Nhiém khudn thin, dwong tiét ni¢u va nhiém khudn 6 bung: 1én tdi 7 ngdy.
Cac nhifm khudn khic: 7 dén 14 ngiy.

ng dé tién n - trud
phii duge sir dung bing edch tiém truyén,

Dung dich NaCl 0,9% hoiic Glucose 5% duogc sit dung dé pha lodng. Lidu thich
hop cita thude phai dugc pha lodng dé dim bio ring mi 10 ml dung dich dim
dic phai dugc pha loang 16 khang nho hon 50 ml (ndng d thu duge phii thip
hon 1 mg/ml). Do nhay cam véi anh séng vi nguy co nhiém khudn, dung dich
phéi dwgc sir dyng ngay 18p tirc sau khi pha loing bing cach tiém truyén tinh
mach chim trong vong 60 phét. Truyén tinh mach chiim vio mach lén han ché sy
kho chiju cho bénh nhéin va gidm nguy co kich thich tinh mach.

B6i vi sin phim nhay cim véi dnh sing, 1o thude chi duge bé ra khai hp carton
trudc khi sir dung. Tiép xtic voi 4nh sing mil trdi trong vai nghy c6 thé lam gidm
tac dyng cua th .cnhietdomlp.muzccomhimmdoaotmga&mi
bio quan thude trong ti lanh.

Nhirng cinh bio vi lru ¥ diic bift khi sir dung thube:

Céc phan tng b hai nghiém trong cé kha ning khdng hdi phyc va gly thn 131,
bao ghm vidm gin, dirt gén, bénh Iy thiin kinh ngoai bién vi cc tic dyng bit lgi
trén thin kinh trung uong.

Céc khéng sinh nhém fluoroguinolon o6 lién quan 8én céc phin img cb hai
nghiém trong cé kha ndng gy tan tit va khéng hdi phyc trén céc hé co quan khac
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nhau cia co thé. Cic phin (mg niy c6 thé xudt hign dong thai trén ciing bénh
nhin, Cic phin img c6 hai thwing duge ghi nhin gbm viém gin, dat gn, dau
khdp, dau co, bnh 1y thin kinh ngogi vi va cic téc dung bit loi trén hé thing
thin kinh trung wong (40 ide, lo du, trdm cim, mét ngd, dau diu niing va 1 ln).
Céc phin (g ndy c6 thé xiy ra trong vong vii gidr dén vai tudn sau khi sir dyng
thubc. Bénh nhin & bdt ky tudi ndo hojc khing c6 yéu 16 nguy co ton tyi tir truce
@éu co the glp nhitng phan (g cb hai trén.

Ngimg sir dung thude ngay khi co déu higu bodic trigu chirng déu tién cia b ky
phin (rng c6 hai nghiém trong ndo. Thém vic 6, tranh sir dung cic khing sinh
nhém fluoroquinolon cho cac bénh nhin di ting gap céc phin (ng nghiém trong
lién quan dén fuoroquinolon.

Sur dung ciprofloxacin cho tré em va thanh thidu mién

Ciprofloxacin cé thé duge sir dung cho tré em va thanh thiéu nién trong didu tri
con kich phat suy hé hip do xo nang giy ra bl Pseudomonas aeruginosa

(d€ nghi sz dung cho tré em 1 § dén 17 tudi) va cic nhidm khudn do binh than,
vi lgi ich eda vide sir dyng thudc cho cic chi dinh niy km hom rii ro,

Trong céc chi dinh khic khong dé nghi sir dung Proxacin 1% cho teé em v thanh
thiéu nién trong giai dogn trisdmg thanh. Phim tich cdc dir liéu sin o6 vé viée sir
dung ciprefioxacin cho tré em diréi 18 tudi, chil yéu bj x0 nang khong thiy s¢
tuong qmrﬂﬁn;gmviluﬁdulglhudc vi sy gily ton hai den sgnvi Xwomg.
Ciic nghién ciru trén dong vit khong logi bo thc dung dm tinh e che gyrase lén
siun khép cho cdc bénh nhdn chua tredng thinh,

Cytachrome P 450

Ciprofloxacin li mét chit e ché cytochrome P 450 1A2, Can thiin trong khi sit
dung déng théi ciprofloxacin v&i cée chit khae chuyén hod qua cing enzyme
(vd. céc methylxanthine - theophylline, caffeine, duloxetine). Bing cdch (e ché
sy bidn ddi viéc chuyén hod cia cic chit ndy, Ciprofloxacin c thé gdy ting ndng
9 huyét tuong cia ching vi do d6 lam xubt hign cde tac dyng cd hai djc trung
cia cac thode nay,

Burimg tidw hod

Ciic trudng hgp ci bigt viém dgi trdng gid mge trong khi s dyng ciprofloxacin
di duge béo cdo. Titu chay njng v dai ding xuft hién trong va sau khi didu trj
e thé 1h mOt trigu chimg viém dai tring gid mac de doa tinh mang. Khi nhiém
Kkhudn Clostridium difficile dwge chin dodn, cin c6 cic bién phip diéu trj thich
hop. Trong trudng nhg, thudng chi cin ngirng sir dung thude, ddi khi cin
tién hinh didu trj thudc khing sinh thich hgp (vd. vancomyein duing udng).
Chdng chi dinh sir dyng ciic tic nhin antipropulsive.

O céc bénh nhin suy gan, ting qua aminotransferases va/ hodc alkaline
phosphatase vi ving da ira mit cé thé xut hién.
Fig thin kink

O céc bénh nhin 83 duge chin dodn hodic nghi ngd rdi loan bé thin kinh trung
uong, cin thin trong khi sit dyng ciprofloxacin va chi ditge sir dung khi lgi ich
cia vifc diing thudc lém hon nguy eo rii ro. Dic bit thin trong véi cic béah
nhiln xo vita mach méu nlio tién tridn, ddng kinh, ngudng 1n con thip, c6 tién sit
Ién con thin kinh, tén thuong cdu tric mé ndo.

Céc thude khéng sinh quinolome c6 thé giy cic trigu chirng kich thich hé thin
kinh trung vong kém theo run, lo ling, dau déu nhe, suy giam nhén thic va do
gidc. Khi xudt hign cic tri¢u chimg nhu vy, cin nging si dung thube vi tién
hanh cic bi¢n phap didu tr] thich hop. O che :Jﬂ" nhin didu trj véi ciprofioxacin,
co gidt, ting hryét dp ndi so vi rdi lopn tim thin dfi duge bio cdo. Cic phin g
nhir vy cb thé xdy ra thim chi sau khi sir dyng liéu don ciprofloxacin. Trong mot
s& it trudmg hop, tinh trang ndy c6 thé ndng lén & cde bénh nhin trim cim hojc
roi loan tam than vapr::gnmwca thé xudt hién & cac bénh nhin nay. Néu xay
ra, ciin ngimg sir dung ciprofloxacin ngay 1ap tire.

Mdn cdm i
Céc phan ing dj irng ning di duge mé ta & cae bénh nhin ditu uri véi cde thude
khing sinh quinolone. Trong rit hiém tririmg hap, eic phan img qui min co thé
tién trién thinh sbe de doa tinh mang. Céc phin tmg nhw vy ddi khi xdy ra ngay
sau khi sir dyng liéu diu tién va thudmg kém theo che phin g sau: suy tu

hodn, mit nhin thire, phid mt vil thanh mdn, kho thé, miy day, ngira. Chi m§t
vai bénh nhin co tién st dj ing thudc. Céc phin ing dj tng ning, yéu cdu diéu
tri ngay bao gdm st dung epinephrine va tién hinh cic bi¢n phip gilp bénh nhin
tinh lai, bao gdm thir oxy, truyén dich, sir dyng thude khing histamin va /hofic
che corticosteroid vi duy tri dudmg thér cho bénh nhin.
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Cdc phan ing tgi vi tri tiém

Céc phin (mg tai chd sau khi sir dyng dudng tiém tinh mach ciprofioxacin i
duge bio cdo. Ching xulit hién nhiéu hon khi truyéns 30 phit hojic it hon, vi
nhanh chéng mét di sau khi ngimg truyén, Khi cdc phin irg nhar vy xay ra,
thudng khing ching chi dinh sir dyng thude tris khi phin irng tei cho tii dién va
ning lén,

H¢ co xyong

Bénh vé gin (bao gbm d(rt gin, thudmg dnh b nhiit dén gin Achille) dd
duge md td trong khi didu 1rj véi ciprofloxacin. Cin djic biét thiin trong khi sir
dung cho cc bénh nhin gid va cac bénh nhin st dung ddng théi vén cdc thube
corticosteroid. Khi céc rgn loan h co xwong nhu dau hodc phil khérp va ghn xuft
hién, cin nging sir dung ciprofioxacin vA, néu cin, bénk nhin phii dwoc chi din
bai cie bic 57 chinh hinh.

Da v mé mim

Céc Ruoroguinolone ¢ thé giy céc phin iing nhgy cam anh sing. Bénh nhin sir
dung ciprofioxacin cin trinh tiép xic trye tiép voi dnh sdng mit trdi hode diéu
nri“vgau:rw.Khid:mmhe“u,m;mm,dnmmdpng
thudc,

Roi loan th gide o

Néu thj gidc gidm hodc cb bit ky vin 88 nio vé mit, hiy dén bac s§ milt ngay lp
i,

Twong tic thudc v cic dgng twong thc khic:

Sur dyng ddng théri omeprazole va ciprofloxacin gy ra sy gidm nhe nbng 49

Coun Vil gid tr) AUC cla ciprofloxacin.

Ciprofloxacin e ché sy chuyén hoa ciia theophylline vi c6 thé vige 1ing ndng 86
cia nd lign quan dén nguy co xdy ra céc phén tmg c6 hai. Céc phan ing c6 hai
nghiém trong bao gbm ngirng tim, co gijt, djng kinh va suy hd hip di duge bdo
cdo. Mic di céc phan ang nhi vy ciing duge bio cio khi sir dung theophylline
mdt minh, nhung khong thé logi bé viéc ciprofloxacin lim ting nguy co vi cic
phin dmg ndy xiy ra Ia do vigc ting ndng 0o theophylline, ma sy chuyén hod ciia
86 bj iz ché bai ciprofloxacin. Néu vide sir dung ddng theri hai thude niy khong
thé tranh duge, cin theo d5i ndng 49 theophylline vi thay d5i liéu cho phi hgp.
Nhu céc phit hign trong cac nghién ciru trén dgng vit, vigc sir dyng dong thai
ciprofioxacin vd mit vii thubc khing viém khoog steroid (vd. fenbuten nhung
khdng acid acetylsalicylic) co thé giy cdc con thin kinh. Khéng biét twong tée
nhu vay cb xay ra o ngudn khing.

Sirdu th&i floxacin vi cyclosporin co thé gy t andn
et i Besem e o e . Moo

Chc quinolone lam ting téc dyng chéng dong cisa warfarin (va ¢b thé cic thube
chiing dbng duimg uéng khic).

Trong mit s6 it truong hgp, sir dyng dong thdi mt s6 quinolone bao gom
ciprofloxacin véi glibenclamide din dén gidm rd rét dudag huyde,

Probenecid irc ché sy thdi trir ciprofloxacin vi gly ting ddng ké ndng 45 thube
trong huyét thanh.

Metoclopramide lam tang tde 4 sy hip thu ciprofioxacin dudng uing, rit ngin
théi gian dat 46 dinh trong buyét thanh nhung khong 4nk huéng 4én sinh
khi dyng cda i

Sir dyng déng théi ciprofloxacin vi mexileting cé thé din dén ting ndng 49
mexiletine trong co thé,

Ciprofloxacin cb thé lm ting bofc gidm ndng 4 trong mau ciza phenytoin sit
dyng dong thei.

Sir dyng dding thén ciprofloxacin va diazepam cé thé ldm chim sy bikn dbi sinh
hot ciia dinzepam (gidm A3 thanh thii vi kéo dai thoi gian ban thii). Do do, ckn
theo ddi viée difu trj cua bénh nhin sir dung dbng théi ca hai logi thude nay.

Sir dyng ddng thai ciprofloxacin va methotrexate cd thé ngiin ngira sy vin chuyén
methotrexate & dng thin, dlin dén ndng 49 methotrexate trong huydt thanh cao.,
Vinguy co clc ing nhidm déc methotrexate cb thé ting, do 46 cdc bénh
nhin sit dyung thivi hai thube niy cln duge theo 4 chit che.

Trong khi si dung ddng thai ciprofionacin va tizanidine, ndng zllinmdim
trong huyét thanh tiing di duye quan sét thiy (Cou ting gap 6 dén 21 lin - trung
binh gdp 7 lkn, AUC téng gip 6 dén 24 Iin - trung binh glp 10 idn), c6 thé gdy
chc tac dyng cé hyi, vd. gikm huyét 4p dong mach va ngt gd. Tizanidine khong
dupe s dyng cung vOi ciprofloxacin.
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UCPR-0873-800
Sir dung ddng thai duloxetine véi chc thube c6 khi ning ic ché CYP450 1A2
nhr fluvoxamine gdy ting gid trj Coes va AUC ctia duloxetine. Mc du khdng c¢6
cde nghidn ciru duge tién hinh voi ciprofloxacin, tic dyng tuong ty c6 thé dy
dodn khi sir dung déng théi ciprofioxacin v duloxetine,

Sir dyng cho phy nir c6 thai vi cho con bi:

Khdng dé nghj st dyng ciprofloxacin cho phy nir mang thai. Khing ¢6 cic
nghién ciru vé tinh an todn ciia thude khi sir dyng cho phy nit 6 thai, va cic
nghién ctru trén ddng vit khéng loai bd téc dyng Am tinh cia thudc 1én syn khop
cia bido thai. Cée nghién ciu trén ddng vt khong cho thiy bit ky tic dyng gy
qudi thai nao (di tit bdm sinh), :

Khéng dé nghj st dyag eiprofloxacin cho phy ni nudi con bit

Anb hwimg lén khi ning l4i xe vi vin binh mdy mée:

Ciprofloxacin ngay cd khi sir dung nghiém ngit theo ding chi din vin lam suy
gidm kha néng 14 xe va viin hinh mdy moéc. Anh huong nay thoag i€n khi sir dyng
cling vai regu. .

Téc dyng khing mong mubn:

Cic tac dyng cé hai duge phiin logi nhu sau:

Rét hay gfip (21/10), hay gip (21/100, <1/10), khéng hay gép (>1/1000, <1/100)
hiém (21/10 000, < 1/1000), rat hiém (= 1/10 000, bao gbm céc bio cho don djc).

Céc rbi logn dg ddy rugt

~ Thuimg gip: budn ndn, tidu chiy,

— Khéng hay g3p: 1ing ndng dj aminotransferases (AspAT, AIAT) va alkaline
phosphatase, cic bit thuimg trong két qua xét nghigm chirc ning gan, budn
nén, kho tiéu, kém &n, truéng byng, bilirubin huyét.

- Hiém gip: nim miéng, ving da, ving da {r mjt, viém dai tring gid mac.

- Rét hiém gip: nhiém ndm da ddy rudt, viém gan, hogi tir gan (it hiém khi
tién trién thanh suy gan de doa tinh mang), viém dai trang gid mac ndng de
dog tinh mang, viém tuy.

Réi logn h§ thin kinh " " "
- Khéng hay gip: dau di mit, g, kich thich, rdi loan.
~ Hﬁmm:hgm,mmuLdidﬂnﬁurﬁhn;&nsﬁ

(4c méng), trim run, co gidt, phan xa gin chim.
— Réthiém: lén con thin kinh, ding di bit thudmg, i logn tim thin, ting huyét
Ap nfi s, phin xp gin qué mire, ting truong lye, co gilt co.

HE tim mach

- Khéng hay gip: viém tinh mach huyét khéi,

- Hiém gip: nhip tim nhanh, dau nira diu, ngdt, gidn mach (46 birng), gidm
tlillzﬁ ép dong mach.

- hiém giip: viém mach ngoai bién (d6m xudt buyét, gidp 46, sin, cirng).

Réi logn mdu vé hi bach Mly:i a

- Khéng hay gdp: 1ang bach cu wa eosin, giam bach ciu.

- Hiém gip: :hifu mdu, mit bach cdu hat, 1ang bach ciu, thay ddi thai gian
prothrombin, gidm tiéu clu, ting tifu cdu.

~ Rt hiém gip: thiéu miu tan huyét, dém xudt huyét (de dog tinh mang), thiéu
méu khdng tai 130, mit bach ciu hat (de dog tinh mang), suy tuy xvong.

Céc rédi logn h§ co xwwong

~  Khéng hay ghp: dau khp.

- Hiém g.p: dsu co, sung khap. . .

- Rithi : viém (chil yéu 1a gdn Achilles), thodt vi mét phin holic tin by
gin (chi yéu gin Achilles), kich phét céc tri¢u chirng ciia bénh nhuge co.

Cic rdi logn da va mé mém

- Hay gip: ban da.

2 T

- p: mngn

- Rat hiém: dém xuit huyet, ban dé da hinh, nit ban dé, hoi chimg
Stevens-Johnson, hoai ti da do nhifm dje (hi chirng Lyell’s).
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Rii logn cédc gide quan

~ Khong bay gép: rdi logn v gide., .
Hiém gip: i fai, mdt khi niing nghe thodng qua (@l bift & tin sb cao), rbi
logn th gidc, chimg nhin d6i, nhin mau céc vat khing mau, mit v grac.

- Hiém gip: 4o gitc khiru gisc, mit khi ndng ngéi (thuomg hoi phuc sau khi két
thiic diéu trj).

Qud min

-~ Hiém ghp: cic phin irng 4 ing, sit do thudc, céc phin dmg qué miln.

- Rit hiem giip- sb¢ (phin v§, de dog tinh mpng), ban giy ngira, cio phin img
gibng nhu bénh huyét thanh.

Réi logn chuyén hod

— Khing hay gip: ting creatinin huy&, ting ure huyée.

- Hiém gip: phi (ngoai bién, mach, miy), ing dudng huyét.
- Rithiém glp: ting mirc amylase, ting mirc lipaza,

Rii logn h hi hip

- Hiém gip: kha tha, phi thanh quin.

Réi ki sink duc — nign
- mglp:ﬂyllulng‘mydu'lnnllg!hln,limlmdp.hyélniéu.tinhth&
nifu, vidm thin ki

Cic trifu chirmg chung

- Khéng hay gép: dau byng, béah nim, suy nhuge (cim gide suy nhuge, mét
mai), cic phan ing tai vi tri tém (vd. sung, qua min, viém, dau).
Hiém gip: dau tay chiin, dau lung, dau nguc.

Cde phin irng cé hgi sau diy thiimg dwge chi § han & nhdm cde binh nhin
sur dung ciproflaxacin dirdmyg tink mach hodc tiém tink mach sau 46 sir dung

dwimg

~  Thuémg gip: budn ndn, ting thoing qua transaminases, ban da.

- nghymglmli:.in.gln;tihdu.r&hun.mltph hudng. do
sik.didm.dﬂnninh.hmm:.mmzl:& logn thi gidc, mat kha ning
nghe, nhip tim nhanh, gidn mpch, gidm huyét 4p ngopi bién, rod logn thokng
qua chirc ndng gan, ving da, suy thin, pha.

Hiém giip: thiéu mau khdng tii tan, suy tuy xuomg, sbe phin v§, di loan tim

thin, dau nira ddu, blt thung vj gide, réi logn khi ning aghe, viém mach.

viém thin, hoai tir gan, d5m xuat huyét, dint gin,

r;.aqunnouca.amcadmzm-u;—d-mpwmh
thu

Tinh trong ky:

Néu chn 1:5: su dung ciprofloxacin biimg cach truydn voi cdc thube khie, chitng
phii dugc sir dyng riéng bigt, phu hop voi liéu 0 nghi va bing dwing sir dung
xic dinh cho mdi thude.

Ciprofloxacin twong ky véi cic dung dich eiia cic thude bén vimg vé mit 1y boc
vi hod hoe & pH 3,9 dén 4,5 (vd. penicillins, beparins)

Qui lidn:
gnniéu 12 g 48 dugc bdo cdo din dén cdc tridu chimg nhifm &jc nhe. Qud lidu
p 16 g A4 duge bio cdo ghy suy thin clp.

Cie trigu chimg cha qud liéu bao gdm hos mét, chéng mit, run, dan diu, mét
mébi, n con thin kinh, o gidc, Hi lin, kho chju viing bung, suy thén va gan cing
nhur tinh thé nigu va huyét nigu. Nhigm d5¢ thin c6 héi phyc ciing di duge bio
cdo,

Ngodi chc bign phip khin cdp thudmg ding, a8 nghi theo ddi chirc ning thin, bao
gbm pH vi dp acid cim nude tidu 88 trinh tinh thé ni¢u. Bénh nhia phai dirge bi
nude diy &4, = )

Chi mét hryng nho ciprofloxacin (<10%) dwge logi khai co thé bing cich thim
tiich mdu vi thiim tich ming bung.

Bao quin:
Béo quan & nhide 4 dudi 25°C. Trinh énh séng, Khong lim déng lzah thube.

Déng goi:

Hop 1079 x 20 ml.

Han dang:

16 théng ké tlr ngdy sin xullt.

Han ding sau khi pha lodng: 60 phit. Vi thade duge sir dyng bing céch riém
1ruydn nho gigt ehim nén dung djech ssu khi pha lohng cdn phai duoe sit dung

ngay.
Kidm tra han sir dung teén vd hp trude khi ding,
Khdng dugpe diing thude khi di qué han.

Tiéu chukn: Nha sin xuft.

Nhi sin xult:

Warsaw Pharmsceutical Works Polfa 5.A.
Karolkows 22/24, 01-207 Warsaw, Ba Lan



