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Dorociplo®500 mg

® Thudcnay chidiing theo don thude.

. Bg: ky huémng dén sit dyng truéc khi diing.

® Déxatimtaytréem.

» T& hwtémg din st dung néu tém tit cdc théng tin quan trong clia thudc. Néu cin thém
théng tin, xin hai y kién bac s§ hodc dugi s.

THANH PHAN CONG THIC THUGC: Mbi vién nén bao phim chiia:

Thanh phdn dugc chit: Ciprofloxacin (dudi dang Ciprofloxacin hydrochlorid) ...
Thanh phén ta dugc: Microcrystallin cellulose PH101, Povidon K90, Magnesi stearat,
glycolat, Colloidal silicon dioxid A200, Hydroxypropyl methylcellulose 15¢P, Hydroxypropyl
methylcellulose 6¢P, Polyethylen glycol 6000, Talc, Titan dioxid.

DANG BAO CHE: Vién nén bao phim,

Mé ta dic diém bén ngoai ciia thudc: Vién nén bao phim mau trdng, hinh biu duc, hai mat 16i,
canhvathanhvién lanh I3n. Nhan thudc béntrong mau tring.

CHIDINH:

Ciprofloxacin dugc chi dinh cho cdc nhidm khudn nang ma céc thudc khing sinh théng thuding
khéng tac dung dé tranh phat trién cée vi khudn khang ciprofioxacin:

-Viém tuy&n tién ligt,

-Viém xuong - ty.

-Vigm ruétnhiém khudnning.

-Nhiém khu#n nang méic trong bénh vién (nhiém khudn huyét, ngudi b suy gidm mién dich).
-Dyphiing bénh nao mé cu va nhiém khuan & ngudi suy gidm mién dich.

- Nhi&m khudn duéing tiét nidu khdng phic tap: Do khing sinh flucroquinolen, trong dé ¢
Dorociplo 500 mg lién quan dén phdn (ng cb hai nghiém trong (xem muyc Cinh bao va thdn
trong khi diing thudic) va nhigm khudn duiing tiét niéu khéng phic tap & mét sé bénh nhan cé
thétu khdi, chi nén sirdung Dorociplo 500 mg cho nhing bénh nhin khéng cé lua chon didu tri
khéc thay thé.

LIEU DUNG, CACHDUNG:

Liéudiing:

Luén diing thudc ding liéu lugng trong don thudic.

-Khéng nén sitdung cho tré em dudi 18 tudi hodc theo huéng din cia bacsy.

- Dorociplo 500 mg la dang thudc khéng dugc phép chia liéu nhé han don vi liéu 500 mg. Vivay,
trong truéng hgp bénh nhin s dyng cac lidu khic véi liéu 500 mg, cdn héi y kién cha bac sy
hodc duge sy dé duge hudng dan dang ding thich hop.

- Lidu diing cho nguii lon:

Chi dinh ding
Léu khéing cd bién ching
Viém tuyén tién liét mantinh
Nhidm khudn & da, mé mém, xuong

Liéu lugng
Ligu duy nhat 500 mg/ngay.
500mgx 2ldn/ngay.
500-700 mgx 213n/ngay.

- Ciprofloxacin lam ting nguy co ca bénh thin kinh ngoai bién, Truéng hop cda bénh da day

than kinh cm gidc hodc van ddng dnh hudng dén sgi truc thin kinh nhé va/hodc Ion din dén

chimg dj cdm, nhuge cim, rdi loan cdm gidc va suy nhugc da dugc béo cao. Cac triéu ching cd

thé xdy ra ngay sau khi bit du diing ciprofloxacin va c6 thé khong héi phuc §mét sé bénh nhan.

- Nging diing ciprofioxacin néu xudt hién cic trigu ching cia bénh thén kinh ngoai bign bao

gbm dau, rat, ngua, té liét vashoic suy nhugc hodc cac thay déi cdm gidc khac bao gém nhay

cam anh séng, dau, thay 48i than nhiét, cAm gidc vi tri va cm gidc rung va/hodc ting vin déng

@€ gidm thiéu sy t8n hai khong thé phyc héi, Tranh diing ciprofloxacin & nhiing bénh nhén <6

tién sitdau thén kinh ngoai bign.

* Anh huéing trén hé théng thin kinh trung uang.

- Ciprofioxacin lam ting nguy co dnh huéing trén hé théng thin kinh trung uong (CNS) bao gdm

co gidt, ting &p luc ndi so (bao gbm gid u ndo) va rdi loan tim thin nhiém ddc. Ciprofloxacin o6

thé tic dong trén hé thdng than kinh trung uong (CNS) bao gém: Lo lang, bdn chdn, mét ngd, lo

au, 4 méng, hoang tuding, chéng mat, I 1n, run, o gidc, trdm cdm va tam thdn tién trién dén c6

y dinh tutl, suy nghi va hanh vi tgéy thuang tich nhu cé géng ty tir hodic tu tir. Nhimg ddu hiéu

nay ¢6 thé xay ra sau liéu ddu tién. Tu vin cho bénh nhan khi ding ciprofloxacin cin thdng béo

cho cosét cham séc y t€ ngay néu cac phan dng nay xdy ra, ngung thudc va cham soc thich hop.

- Ciprofloxacin gy co gidt, ha thép nguéng co gigt. Nhu vai tat ca cac fluoroquinolon, st dung

ciprofloxacin thin trong dbénh nhan déng kinh va bénh nhin bj réi loan thn kinh trung vang

d3 biét hodc nghi ngdrcd thé gdy co gidt, ha thap nguing co Elat (nhu xo cing déng mach nao

nghiém trong, tién si co gidt, gidm luu lugng méu néo, thay ddi ciu tric ndo hodc dot quy) hoac

6 cac yéu t& nguy cd khac co thé din dén co giat, ha thap nguéng co git (nhu diéu tri bing

métthudc nhit dinh, i loan chiic ndng than). Sirdung ciprofloxacin khilgi ich diéu tri lén hon

nguy co, vi bénh nhan cé thé gap cac tic dung khdng mong mudn trén than kinh trung udng.

Trudng hop déng kinh da dugc bao cao. Ngitng diing ciprofloxacin néu xdy ra co gidt.

*Bot cdp clia bénh nhugcco.

Ciprofloxacin c6 tic ddng chen than kinh co vi lam trdm trong thém bénh y&u co & bénh nhan

bi nhuge cd bao gém trudng hop tirvong, cdn hd trghé hap dbénh nhin 6 bénh nhugc cosi

dung fluoroguinolon. Trénh diing ciprofloxacin & nhiing bénh nhén cd tién st nhuge condng.

*Cdc phdn ing nghiém trong khdc va cé thé gdy tirvong.

Céc phdn img nghiém trong khac va 6 thé gay tirvong do qud min cdm va do cic bénh Iy khac

3 dugc bdo cdo & nhitng bénh nhén dugc diéu tri véi cac quinolon, ké ca ciprofioxacin. Nhing

phin tng ndy c6 thé nghiém trong va thuding xdy ra sau khi dung thude nhiéu ln. Bidu hién

lam sang bao gém:

» 54t ndi mdn hodc phin tng ngoii da ning (nhu hoai tit bidu bi nhigm déc, hdi chimg Stevens-
Johnson)

*Viém mach, dau khép, dau co, bénh huyét thanh.

*Viém phdidiung.

Viém thén ke, suy than cap hay man tinh.

»Viém gan, vang da, hoai tirgan cdp tinh hay man tinh,

 Thigu méu bao gém thiéu mau tan huyét va thi€u mau khang tai tao, gidm tidu ciu bao gém
ban xudt huyét gidm tiu ciu huyst khéi, gidm bach cau, mét bach ciu hat, gidm toan thé
huyét cdu va/hodc bit thudng vé huyét hoc khdc,

Ngig dung ciprofloxacin khi xust hién du hiéu du tién clia phat ban, vang da hodc qué man

vacd bién phap hé trgthich hop.

*Cac phan ting qua man,

- Phdn (ing qué man (phan tng phan vé) nghiém trong c6 thé gy tif vong sau liéu déu tién da

dugc bio cdo & nhimg bénh nhan dugc diéu tri bing khing sinh flucroquinclon, bac gém

ciprofloxacin. Mt s6 phan ting cd kiém theo tinh trang truy tim mach, mat ¥ thic, 0 tai, pha mét

hoic hong, khé thé, ndi may day va ngda. Chi cé mét s8 it bénh nhan o6 tién sif phan tng qua man,

- Khi ¢6 phin ing phén vé trim trong cin phai diéu tri cdp cdu ngay bing epinephrin va cic

Phéng nhiém khudn Gram am & ngudi bénh bj suy gidm
miéndich

Nhiém khudn bénh vién n3ng, nhidm khudn huyét, diéu | 500- 750 mg x 213n/ngdy.
tri nhiém khudn & ngui bi bénh suy gidm mién dich

Mhiém khudn duémgtiét niéu khéng phic tap

250-500mgx 2 ldn/ngay.

250 - 500 mg x 2 lan/ngay, trong
7-14ngay.

Cén phai gidm liéu & ngudi suy gidm chiic ndng thin hay chic ning gan. Trong trutmg hop
ngudi bj suy chitc nang than, néu dung liéu thdp thi khang cdn chinh liéu, néu ding liéu cao thi
phai diéu chinh liéu dya vao 8 thanh thai creatinin ho&c ndng dd creatinin trong huyét thanh.

D4 thanh thai creatinin (ml/phat/1,73 m) Liéu diéu chinh
31-60 (creatinin huyét thanh: 120 - 170|Liéu = 750 mg x 2 ldn/ngay nén gidm can

micromol/it) 500 mgx 2 lan/ngay.
<30 (creatinin huyétthanh: > 175 micromol/lit) | Liéu = 500 mg x 2 ldn/ngay nén gidm con
500 mg/ngay.

Cachdiang: Ding udng.

-Nén udng thudc 2 gitr sau bida dn. Udng nhiéu nude va khéng udng thude chdng toan da day
trong ving 2 giérsau khi udng thudc.

-Vdi da s6 nhim khudn, viéc didu tri cdn tifp tuc it nhat 48 g sau khi nguis bénh khéng con
trigu chimg. Théi gian difu tri thuémag 13 1 - 2 tudin, nhung vél céc nhidgm khuln ning hodc cd
bién chiing, co thé phai didu tri dai ngay hon.

-Bidu tri ciprofioxacin cé thé cin phai tidp tuc trong 4- 6 tudn hodc liu hon trong cac nhiém khudn
xuoing va khdp, Tiéu chay nhiém khudn thuting diéu tri trong 3 - 7 ngay hoic 6 théngdn hon.

- Truing hop quén udng mét liéu ding: Hay udng ngay khi nhd ra. Néu théi gian gin voi lin
diing thudc tiép theo, bé qua lifu 43 quén va hiy ding lidu tiép theo vio thii gian thuding l&.
Khong ding liéu gdp d6i dé b vao lidu da quén.

-Truéing hop uéing qua nhidu vién thude: Hay gip ngay bac sy hodc téi khoa Héi suc - Cp clu
clia bénh viéngan nhat.

CHONG CHIDINH:

-Qua man vdi ciprofloxacin va cac thudc lién quan nhu acid nalidixic va cic quinolon khéc.

-Phy nifmang thai va thoi ky cho con bu, trirkhi bat buéc phai ding.
CANHBAOVATHANTRONG KHI DUNG THUGC:

* Céc phan dng o hai nghiém trong c6 kha ndng khéng hél phuc va gay tan tat, bao gém viém
gén, ditgdn, bénh ly thin kinh ngoai bién va cac tdc dung bit lgi trén thin kinh trung uong.
-Cac khang sinh nhém flucroquinolon cé lién quan d&n cdc phan Ung c6 hai nghiém trong cd
khd néng gay tan tat va khing héi phuctrén cée hé co quan khic nhau cla cothé. Cic phin dng
nay cd thé xudt hién ddng thai trén ciing bénh nhan. Céc phan Ung c6 hai thuéng duge ghi
nhan gém viém gén, dut gan, dau khdp, dau co, bénh Iy thin kinh ngoai vi va cic tic dung bit
gl trén hé théing than kinh trung vong (3o gidc, lo du, trdm cdm, mit ngd, dau d3u ndng va lu
1&n). Cac phan Ung ndy c6 thé xdy ra trong vang vai gidrdén vai tudn sau khi sirdyng thudc. Bénh
nhan & bt ki tudi ndo hodc khiing cd y&u td nguy co thn tai tir trude déu cb thé gdp nhing
phan ting co hai trén.

- Ngiing sl dung thudc ngay khi cd déu hiéu hodc triéu ching d4u tién ca bat ky phin ing c6
hai nghiém trong nao. Thém vao d6, trdnh st dung cdc khang sinh nhém fluoroguinolon cho
céc bénh nhéin da timg gdp cac phan dng nghiém trong lién quan dén fluoroquinclon.

*Viém ganvaditgan.

- Ciprofloxacin lam tdng nguy co viém géan va dit gan & mei Iia tudi. Phin (mg khéng mong
mudn ndy thuding lién quan dén gan Achille. Viém gan va dit gan trong chép xoay (vai), ban tay,
bép tay, ngon tay cai va cac gan khéc cling da ¢6 bao cao. Viém gan hodc dit gan cé thé xdy ra
trong vong vai gid hodc val ngay sau khi bat ddu diéu trj bing ciprofloxacin hodc vai thang sau
khi ngung diéu tri ciprofloxacin. Viém gan va dit gan c6 thé xdy ra ciing lic. Nguy ca viém gén
va dit gan tang & bénh nhan trén 60 tudi, dang dlng corticosteroid, bénh nhin ghép than, tim
hodc phéi. Cic yéu t6 khac cé thé lam ting d6c 14p nguy co diit gén bao gém hoat déng ging
stfc vé thé chdt, suy than, réi loan gan trudc d6 nhu viém khdp dang thip. Viém gan va dit gan
cling da xdy ra & bénh nhin khéng c6 cic yéu té nguy cotrén,

- Ngiing ding ciprofloxacin néu bénh nhan dau, sung, viém gin hay dit gan. Trénh ding
ciprofloxacin & nhiing bénh nhan co tién st rdi loan gén hodc d3 cé bénh viém gan hodc dit gan.
*Bénh ly than kinh ngoai bién.

Viém ruét nhiém khudn nang: bign phap héi stic khic, bao gém thé oxy, truyén dich, tiém tinh mach thube khang histamin,
Lidudiéutri: 500mgx2lan/ngay. corticosteroid, cac amintang huyét 4p va theo déi duding hé hip, ké cd ditndi khiquan.
Liéudyphong: 500mg/ngay. *Nhiémdocgan. )

Phong cac bénh do ndo mo cdu Liéu duy nhat 500mg/ngay. -Cipi in gdy nhiém déc gan trdm trong, bac gém hoai tlr gan, suy gan de dea tinh mang

va tlr vong d3 duge bio céo. Tén thuong gan cap tinh khéi phét nhanh (khodng 1 - 39 ngay) va
thuting di kém wdi qua man. Cac tén thuong cé thé & mé té bao gan, ( mat hodc ¢ hai. Hau hét
bénh nhan tif vong trén 55 tudi. Nging didu tri néu o bt ky ddu hiéu va triéu ching cha bénh
viémn gan (nhu chan dn, vang da, nudic tidu sim mau, ngla hodc trudng bung), ;

- Ciprofloxacin cd thé gy ting tam théi transaminase, phosphatase kiém hodc vang da (mit, dac
bigt & nhing bénh nhin cé tdn thuong gan trudc dé, bénh nhan duge didu trj bing diprofloxacin.
* Phan tng nghiém trong khi diing @éng thés véi theophyllin,

- Diing déng thai ciprofloxacin va theophyilin cé thé gdy phan ing nghiém trong va tlrvong da
duge bao cdo. Nhiiny, phan iing nay bao gdm ngiing tim, co gidt, tinh trang ddng kinh va suy hé
hép. Truéng hop budn nén, ndn, run, khé chiu hodc danh trdng nguc cing da xayra.

- Méc du phdn ing nghiém trong tuong tu da dugc bdo cdo & nhimg bénh nhan chi ding
theophyllin, cac phén (ing nay cé thé gia tang do ciprofloxacin khéng thé ditgc loai bd. Néu viéc
diing déng théi la cdn thidt, phai theo déi ndng d6 theophyllin trong huyét tuong va diéu chinh
liéu lugng cho phi hop.

*Tiéu chdy do Clostridium difficile.

-Tiéu chiy do Clostridium difficile (CDAD) 43 duge bdo cdo do vige st dung thudc khang khudn,
baogdémci in, mifc 86 nghiém trong tir tidu chiy nhe dén viém dai tring gay ti vong.
Diéu trj bing thudc khang khudn lam thay déi hé vi sinh binh thung cba rudt din dén phat
trién qua muc Clostridium difficile.

- Clostridium difficile san xuat dic tG A va B lam phat trién CDAD, Béc t6 dugc phan lap cla
Clostridium difficile gay ting ty & mac bénh va tif vong, vi vy cic nhidém khudn nay cd thé
khéng hiéu qué véi diéu trj bing khang sinh va cé thé phai phau thuat cit bé dai trang. CDAD
phai duge ddnh gid & tit cd cde bénh nhin cb bidu hién tiéu chdy sau khi diing khang sinh. Khai
théc bénh sif 1a cin thiét vi CDAD da dugc béo cdo xdy ra hon hai thing sau khi dung thudc
khang khudn.

- Néu nghi ngd hodc da xdc dinh tiéu chay do Clostridium difficile, cdn ngimg dung thudic khang
khufn. Bi nude vi chit dién gidl, b sung protein, diéu tri Clostridium difficile va phau thudt khi
duge chidinh.

*Kéo dai khoang QT.

- Ciprofloxacin gy kéo dii khodng OT trén dién tam dé va rdi loan nhip tim, dang xodn dinh da
dugc bdo cdo.

-Tranh diing ciprofloxacin & bénh nhan da biét cé cac yéu td nguy co kéo dai khodng QT hodc
xodn dinh (nhu héi chiing kéo dai khoang QT bim sinh, mat can bing dién gidi khéng hidu
chinh dugc nhu ha kali huyét hodc ha magnesi huyét va bénh tim mach nhu suy tim, nhéi mau
cd tim hodc nhip tim chdm), bénh nhan ding thudc chéng loan nhip nhém IA (quinidin,
procainamid) hay thudc chdng loan nhip nhém il (amiodaron, sotalol), thude chéng trdm cdm
ba véing, khang sinh nhém macrolid, thudc ching loan thin. Bénh nhin cao tudi ¢d thé nhay
carm hon véi thudc kéo dai khodng QT.

* R&iloan coxuong dtréemva dnh hudng xuong khap & ddng vat.

- Ciprofloxacin chi duge chi dinh & tré em (dudi 18 tudi) cho bénh nhiém khudn duéing tiét nigu
c6 bién chimg, phong chéng bénh than duding hé hip (phoi nhiém) va bénh dich hach. Tang ty
I& phin ting khéng meng mudn so vdi d8i ching bao gém cdc phdn tng lién quan dén khap
valhodc cacmo xung quanh.

-Trong céc nghién ctu tién 1dm sang, udng ciprofloxacin gdy ching di khap khiéng & ché con.
Xé&t nghigém mé bénh clia cac khdp chiu luc & nhiing con ché nay cho théy sun bj tdn thuong
vinh vién. Thudc quinolon gay bao mon sun khop chiu lucva cac dau higu khac cia bénh khap
trén dong vat chuatrudng thanh cla cic loai khdc nhau.

*Nhay cdm énhséng.

Ciprofloxacin gdy nhay cdm wi 4nh sédng trung binh d&n ning, biéu hién 13 phan (ing chay ndng
qué mc (nhu bdng, 44 da, & dich, mun nudc, bong trée, phi né) & viing da tiép xdc vai dnh
séng (thuding trén mat, ving “V* & ¢, chan, ban tay). Nén tranh tidp xic vai dnh sdng mit trési
hodc tia cue tim. Ngimg ding ciprofloxacin néu cic ddu hiéu nhay cdm dnh sdng xudt hién,
*Phat trién vi khudn khing thudc.

Diing ciprofloxacin khéing do nhigm vi khudn hodc diyf phang khéng mang lai lgi ich cho bénh
nhén va lam ting nguy co phat trién cdc vikhudn khdng thudc.

* Nguy co khi sir dung diing théi voi cac thube chuyén héa gua enzym cytochrom P,,, 1A2
(CYP1A2).

- Ciprofloxacin la mét chit dc ché cac enzym gan CYP1A2. Ding ddng thii ciprofloxacin va céc
thuéic khac dugc chuyén héa chi yéu béi CYP1A2 (nhu theophyllin, methylxanthin, cafein,
tizanidin, ropinirol, clozapin, olanzapin) lam ting néng d4 trong huyét tuong cda thudc ding
déng théfi va o6 thé dan tai nhiing phan (ng khéng mong mudn dang ké vé mat lam sang cla
cécthubcdung chung.
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Ciprofloxacin da chiing minh 13 khéng cé higu qua trong diéu tri bénh giang mai. Cac khing
sinh dugc sif dung liéu cao trong mit thisi gian ngdn dé diéu tri bénh lau cd thé che gidu hay
lam cham lai cac trigu ching tiém 4n ctia bénh giang mai. Thuc hién xét nghiém huyét thanh
clia bénh giang mai cho tdt cd cac bénh nhin bi bénh ldu & théi diém chdn dodn. Theo dai xét
nghiém huyét thanh cia bénh giang mai ba thang sau khi diéu trj ciprofloxacin,
*Taotinhthé.
Higm khi tim thdy tinh thé cla ciprofloxacin trong nudc tidu cia ngudi nhung thuéng gap
trong nudc tidu oo tinh kiém cia déng vat thi n hiém. Viéc hiém khi tim thdy tinh thé cia
ciprofloxacin trong nudc tiéu & ngudi do nudc tidu cha ngudi thudmg cd tinh acid. Tranh dé
nudc tidu bién ddi qué kiém & bénh nhan dung ciprofloxacin. Bénh nhan cdn uéng nhiéu nudc
dé nginchan syhinhthanh tinhthé trong nl.l'uc t|eu
Sirdung thudc cho ph cothaiva
-Th&iky mang thai: Chinén dung ciprofloxacin cho niuéi mang thai trong nhing trutng hop
nhiém khudn nang ma khéng cé khéng sinh khac thay thé, buéc phii diing tdi fluoroguinolon.
-Théi ky cho con bi: Khéng ding ciprofloxacin cho ngudi cho con b, vi ciprofloxacintich lai &
trong siia va c6 thé dat d8n ndng db oo thé gy tac hai cho tré. Néu me budc phai ding
cnpmﬂnxaclnth‘l phaingling cho conbu.

Anh huéng ciia thudclén kha naing li xe, van hanh méay moée:
Ciprofloxacin cé thé gay hoa mat chéng mat, dau 6c quay cudng. Vi vy, cin than trong diing
chobénh nhan 14i xe hay van hanh méay méc.
TUONGTAC, TUONGKY CUATHUGC:
Tuong ticcliathudc:
Ciprofloxacin la médt chat e ché enzym chuyén hoa cytochrom P, 1A2 (CYP1A2). Ding ddng
thdi ciprofloxacin véi cac thudc khdc chuyén hoa chi yéu bdi CYP1A2 lam ting néng 80 cla cac
thudc nay trong huyét tuong din dén tang dang ké tac dung khéing mong mudn vé mat lam
sang cla cac thudc dung chung,
*Tucng tac cla ciprofloxacin va thudc khac:
- Tizanidin: Chéng chi dinh diing d6ng théi tizanidin va ciprofloxacin do tac dung ha huyét ap
vaan thin cdatizanidin.
-Theophyllin: Tranh s&rdung ddng thai ciprofloxacin va theophyllin vi co thé ting nguy co dnh
hudng trén hé théng than kinh trung uong (CNS) cha bénh nhin hodc cic phan (ng khéng
mong mudn khic. Néu phéi hgp, phdi theo di néng dd clia theophyllin trong huyét tugng va
didu chinh liéu lugng cho phithgp.
-Cac thufic gay kéo dai khodng QT: Tranh sir dung vdi thude kéo dai khoang QT do ciprofloxacin
cothé|am kéo dai hon khodng QT & nhiing bénh nhan ding thutc gay kéo dai khoang QT (nhu
thude chéng loan nhip nhém 1A hoac nhém 1, thudc chéng trdm cAm ba vong, khang sinh
macrolid, thudc chdng loanthan).
-Thudc diéu tri ddi thao dudng: Cin thén trong khi dung ciprofloxacin két hop véi thudc diéu tri
dai thdo dudng. Ha dutng huy&t qua miic da dugc bao cio khi udng ciing luc ciprofloxacin va
cac thudc didu trj dai thao duting, chi yéu 1a nhdm sulfonylurea {vi dy nhu glyburid, glimepirid),
khi diing phéi hgp vdi cac thude ndy, c6 thé lam ting téc dung clia céc thudc didu tri déi thio
duding dang udng. Trubing hop ti vong da duge bio cio. Cin theo doi ndng db glucose trong
miu khi udng ciprofloxacin ciing véi thudc didu tri ddi thio duéing.
- Phenytoin: Can than trong khi sirdyng déng théi vai phenytoin vi cé thé lam thay d8i néng dé
phenytain trong mau (ting hodc gidm). Theo ddi ndng dé phenytoin trong huyét tuong ngay
sau khi diing chung ciprofloxacin véi phenytoin dé tranh su mét kiém sodt con déng kinh do
néng dé phenytoin gidm va ngén chan qua lidu phenytoin.
- Cyclosporin: Thén trong khi ding ddng théi ciprofloxacin véi cyclosporin do ¢ thé lam ting
thodng qua ndng db creatinin trong huyét tuong. Theo ddi chic ndng thin (d3c bidgt ndng dé
creatinin trong huyét tuang) khi ding déng théi ciprofloxacin vdi cyclosporin,
-Thudic ching déng méuw: Than trong khi dung két hop véi thude chéng ddng méu vi lam ting
tac dung ching déing mau. Ciprofloxacin lam ting thai gian déng mau INR, diéu nay cd thé thay
ddi iy thude vao tinh trang ctia bénh nhén, tuditac va cac nhigm khuén tiém dn khac. Cin theo
dai thurdng xuyén thai gian prothrombin vi INR trong va sau khi diing déng thei ciprofloxacin
vaithude chéng déng mau duding udng (warfarin).
- Methotrexat: Thin trong khi ding dtng thii véi methotrexat. Ciprofloxacin c6 thé dc ché dao
thdi methotrexat & ng than, lam ting ndng dd methotrexat trong huyét tuong. Do dd, lam
tang phaning khéng mong mudn cla methotrexat. Cén theo d6i bénh nhin cdn thin khi duge
chldinh didu tri @8ng thii ciprofloxacin v methotrexat.
- Ropinirok Than trong khi sd dung déng théi ciprofloxacin vdi ropinirol. Theo déi déc tinh cda
ropinirol vi didu chinh liéu ropinirol thich hop khi dung déng théi,
- Clozapin: Than trong khi k&t hop déng thai ciprofloxacin véi clozapin, Theo dai doc tinh cla
clozapin va diéu chinh lidu clozapin thich hap khi diing déng théi.
- Thude NSAID: Than trong khi diing ddng théi ciprofloxacin véi thude NSAID. D liéu tif cac
nghién cuiu tién lam sang vi trong qud trinh didu tr cho thiy ding déng thai quinolon dlidu rat
cao vdi cac thude chéng viém khéng steroid cé thé gay co git (ngoai triracid acetyl salicylic).
- Sildenafil: Thin trong khi st dung déng théi ciprofloxacin vdi sildenafil do o6 thé lam tang tac
duyng sildenafil g&p 2 13n khi diing diing thii. Cin theo di doc tinh casildenafil,
- Duloxetin: Tranh sir dung déng théi ciprofloxacin véi duloxetin do cé thé lam tang téc dung
duloxetin gdp 5 13n khi ding déng théi. Cin theo dai ddc tinh ca duloxetin,
- Cafein va din chét xanthin: Than trong khi ding déng thai cafein va dan chat xanthin do lam
giam do thanh thai din dén ndng d6 cao va kéo dai thai gian bédn thai trong huyét tudng.
Ciprofloxacin (fc ché sy hinh thanh paraxanthin sau khi udng cafein (hodc thudc c6 chia
pentoxifylin). Theo d6i dc tinh cia xanthin va digu chinh liéu khicdn thigt,
*Thuéc dnh hudng dén dudc dbng hoc cla ciprofloxacin:
- Thudc khang acid, sucralfat, multivitamin va thudc khac chia nhiéu cation (thudc khéng acid
chifa magnesi/nhém; chat két dinh polyme phosphat (nhu sevelamer, lanthanum carbonat),
vién nhai/vién dém Videx® (didanosin) hodc bot tré em, thudc chifa dém khac hodic cdc ché
phim c6 chuta calci, sit, kém hodc cac ché pham tisita): Ciprofloxacin nén udng it nhat trudgc 2
gidt hoiic 6 gidy sau khi diing céc thudc chifa nhiéu cationkhéc do céc thufic nay lam gidm hip
thu ciproflaxacin, do 46 lam gidm néng dd ciprofloxacin trong huyét tuong va trong nudc tidu.
- Probenecid: Than trong khi két hap déng thal ciprofloxacin va probenecid do probenecid dc
ché dao thii ciprofloxacin & Sng thin va lam ting néng dé ciprofloxacin trong huyét tuong, lam
tang doc tinh cda ciprofloxacin.
Tuong ky ciia thuédc:
Do khong cé cic nghién ciu vé tinh tuong ky cla thude diing duiing udng, khiing trén lan
thudc nay véi cac thuSckhac.
TACDUNG KHONG MONG MUGN CUATHUGC:
N6i chung, ciprofloxacin dung nap tét. Tac dung khéng mong muén ciia thudce chiyéula lén da
day-rudt, than kinh trung uvong va da.
Béng tém tit cdc phin dng khéng mong mudn:

Céc cd quan Tén sudt (*) Céc phan img khong mong mudn
Tiéuhoa Thueng gdp | Budn nén, ndn, tiéu chay, dau byng.
It géip Réi logn tiéu hoa.
Hiémgdp |Viem d@itléng ménggié.
Chuyénhda Thuéng gdp | Tangtam thisindng d6 cdc tr i
itgap Tang tam thdl creatinin, bilirubin va phosphatase kiém
trong mau.
Toanthan It gdp Nhirc d3u, sétdo thudc.
Hiémgdp | Phdning phanvéhodcdang phanvé.
Mau Itgdp Tang bach cdu ua eosin, gidm bach cdu lympho, gidm
bach cdu danhan, thiéu mau, gidm tidu cu.
Hiémgap | Thigu mau tan huyét, ting bach ciu, ting tidu cdu, thay
ddindng d& prothrombin.
Timmach ftgap Nhiptim nhanh.
Thén kinh trung ftgdp Kich déng.
Hng Higmgép | Conco giat, 16 13n, r8i loan tam than, hoang tudng, mat
ngu, trim cm, loan cim ngoai vi, rdi loan thi gidc ké cd
&o gidc, rdi loan thinh gidc, G tai, rdi loan vi gidc va khiu
gidc, tang ap Wic ndiso.

Da ftgap N&i ban, ngua, viém tinh mach néng.

Hiémgdp | Hoi chiing da - niém mac, viém mach, hoi ching Lyell,
ban dédathanh nét, ban 6 da dang tiét dich.

Gan Higm gdp | B4 cd bao cao vé mit vai truiing hop bi hoai til t& bao
gan, viém gan, vang da imat.

Cowuong It gdp Blau & cac khap, sung khdp.

Co Higm gdp | Baucg,viém gan (gén gét) va md bao quanh. Co matvai
truéing hop bi dut gan, dic bigt 1a & nguii cao tudi khi
diing phéi hopvdi corticosteroid.

Tiétnigu-sinhduyc Higm gdp | Cotinhthé niéu khi nudc tidu kidm tinh, tiéu ra mau, suy
thin cdp, viem thanké.

Khac Higmgdp | Nhay cdm wéi dnh sdng khi phoi ndng, phi thanh quin

hodc phii phéi, kho thés, co thit phé quan,

(*) Tén sudt tic dung khéng mong mudn dugc dinh nghia nhu sau: Rt thuting gap (ADR 2
1/10), thudng gdp (1/100 < ADR < 1/10), it gap (1/1000 < ADR < 1/100), hiém gap (1/10000 =
ADR < 1/1000), rt hiém gap (ADR < 1/10000), khéng ré (khang dugc udc tinh tirdi liéu cé sdn).
Huédng din cich xdtri ADR:
Bétranh c6 tinh thé niéu, duy tri Al lugng nudc udng vao, tranh lam nudc tiéu qud kiém.
Wéu bjtiéu chdy ndng va kéo dai trong va sau khi diéu tri, nguéi bénh cd thé 43 bj réi loan ndng &
rugt (viém dai trdng mang gia), can ngimg ciprofloxacin va thay bdng mét khing sinh khac
thich hgp (vi du vancomycin).
Néu co bat ky dSu hidu nao vé tac dung khéng mong mudn cdn ngimg ding ciprofloxacin va
ngudi bénh cdn phai dugc didu tri tai mit co sd y t& mic d cac téc dung khdng mong mudn
nay thuting nhe va s& hdi phuckhi ngimng diing ciprofloxacin.
QUALIEUVA CACHXUTRIE:
Triéu chimg va bidu hign khi st dung thudc qué lidu:
Truéing hop qud liéu cip tinh, déc tinh trén thin cé héi phuc da dugc bao cdo trong mét sd
truding hop.
Céachxiitri khi ding thudcqua liéu:
Lam réng da day bing cdch gy ndn hodc niia da day. Theo déi bénh nhin cdn thn va h trg
diéu trj bao gdm gidm sdt chiie néng than, 46 pH va acid ca nude tiéu, néu cn thidt, ngin chin
hinh thanh tinh thé va che sif dung cac thudc khdng acid co chita magnesi, nham, calci 6 thé
lam giam hap thu ciprofloxacin, Duy tri by nugc thich hgp. Chi mt lugng nhé ciprofloxacin
(dudi 10%) dugic loal bd khéi corthé biing thdm phan mau hodc thdm phén phic mac.
DACTINHDUQCLUCHOC:
Nhdm duge ly: Khang sinhnham fluaroquinolon.
MaATC:J01M ADZ.
Ciprofloxacin 1a thuéic khing sinh ban téng hop, co phé khing khudn réng, thude nham
quinolon, con dugc goi |a cac chit te ché DNA gyrase. Do e ché enzym DNA gyrase, nén thudc
ngdn su sao chép cia chromosom khién cho vi khudn khéng sinh sdn duge nhanh chong.
Ciprofloxacin ¢o tac dyng tt vdi cdc vi khudn khang lai khing sinh thudc cac nhém khac
[aminoglycosid, cephalosporin, tetracyclin, penicillin...) va duge coila mét trong nhiing thudc
catac dung manh nhattrong nhiém fluoroquinolon,
Phé khdng khudn:
- Ciprofloxacin cd phéd khédng khudn rat rdng, bao gém phin ldn cac méam bénh quan trong.
Phén lan cacvi khudn Gram am, ké ca P ter déu nhay cdm vdi thudc.
- Céac vikhudn gay bénh duang rudt nhuSaImonef-‘a Sm;aeﬂa Yersinia va Vibrio cholerae thuging
nhay cam cao. Tuy nhién, vdiviée st dungng&yc.ﬁng nhiéuva lam dyng thudc, da co biocaové
tang ty & khang thudc cla Salmonella.
- Cac vi khudn gay bénh duding ho hip nhu Haemophilus va Legionella thuéng nhay cdm,
Mycgfiasma va Chlamydia chi nhay cém vira phéi vdi thudc. Neisseria thuting rat nhay cam véi
thude.
Mai chung, cac vi khuan Gram duong (cdc chiing Enterococcus, Staphylococcus, Streptococcus,
Listeria monocytogenes...) kém nhay cdm han. Ciprofloxacin khéing co tac dung trén phan ldn
céacvikhuan ky khi,
Do co ché tic dung dic bigt ciia thude nén ciprofloxacin khéng o6 tic dung chéo véi cac thudic
khang sinh khac nhuaminoglycosid, cephalosporin, tetracyclin, penicillin...
PACTINHDUGCPONGHOC:
- Ciprofloxacin hap thu nhanh va dé dang & 6ng tiéu héa. Khi c6 thic n va cic thudc chéng
toan, hip thu thude bi chim lai nhung khéng bi dnh huding mét cich dang ké. Sau khi uéng,
néng dé t5i da cda ciprofloxacin trong mau xuat hién sau 1 - 2 gid véi kha dung sinh hoc tuyét
di 12 70 - 80 %. Vi liéu 250 mg (cho ngui bénh ning 70 kg), néng do téi da trung binh trong
huyét thanh la vao khodng 1,2 mg/it. Ndng d6 t6i da trung binh trong huyét thanh dng vai cac
lifu 500 mg, 750 mg, 1000 mg 1a 2,4 ma/lit, 4,3 mg/litva 5,4 ma/lit.
- Thisi gian ban thai trong huyét tuong 1a khodng 3,5 dén 4.5 gid & ngudi bénh cd chic nang
thén binh thu@ng. thai gian nady dai hon & nguisi bénh bi suy than va & ngudi cao tudl. Dugc
d6ng hoc cliathudc khang thay déi dang ké & ngudi bénh macbénh nhay nhat.
- Thé tich phan b4 ciia ciprofioxacin rt ién (2 - 3 lit/kg thé trong] va do d5, thdm phan mau hay
tham phan phic mac chi rit di duge mét lugng nhé thudc, Thude due phan bo ring khip va
c6ndng dé cao & nhimg noi binhiém khudn (cac dich ca thé, cdc mé), ndichung thude d& ngdm
vao mo. Nong d§ trong mé thué'ng cao han ndng d6 trong huyét thanh, dic bigt 1a & cdc nhu
mé), ca, mit va tuyén tién liét. Nong dé trong dich bach huyét va dich ngoai bao cﬂng ginbang
ndng do trong huyét thanh, Néng dé thuﬁc trong nudc bot, nudc mai, dém, dich & bung, da,
sun va xuong tuy c6 thdp han, nhung van & mic 44 thich hgp. Néu méang nao binh thudng, thi
néng dé thudc trong djch nao tdy chi biing 10 % ndng d6 trong huyét tuang; nhung khi mang
n3o bj viém, thi thudc ngdm qua nhiéu han. Ciprofloxacin di qua nhau thai va bai tiét qua sta
me.Trong mét ciing cd ndng dd thudc cao.
- Khodng 40 - 50 % liéu udng dao thii dudi dang khéing déi qua nude tidu nhirloc dcluthanva
bai tiét & 6ng than. Hai gia ddu tién sau khi udng lidu 250 mg, ndng dé ciprofloxacin trong nuidc
tiéu co thé dat tdi trén 200 mg/lit va sau 8 - 12 gid 12 30 ma/lit. Cac duting dao thai khac la
chuyén hda érgan, bai xudt qua mat, va thii qua niém mac vao trong long rudt (day la co ché dao
thai bl triré ngués bénh bi suy than ndng). Thude duge dao thai hét trong vong 24 gid.
* Dugc ddng hoc cho déi tugng dic biét:
- Ngudi cao tudi:
Cacnghién ctiu dugc dong khi udng (liéu don) ciprofloxacin cho thiy ring néng dé trong huyét
tuong cla ciprofloxacin & ngudi cao tudi (> 65 tudi) cao han so véi ngudi tré. Mac di C,, ting
l&n 16 % dén 40 %, AUC tang khodng 30 % va co thé mét phan do gidm dé thanh thii thin &
ngui cao tudi. Thés gian ban thai hoi kéo dai (khodng 20 %) & nguii cao tudi. Nhing khac biét
nay khong cd y nghia lam sang.
- Ngudi suy than:
& nhimg bénh nhan 6 chic ning than gidm, thel gian bin thai clia ciprofloxacin hai kéo dai.
Céanxem xét diéu chinh liéu diing.
-Ngudi suygan:
Trong céc nghuén citu & bénh nhan xo gan man tinh &n dinh, khéng cd thay ddi dang ké trong
ducc dbng ciia ciprofloxacin. Dugc @éng hoc cla ciprofloxacin & bénh nhén suy gan cip tinh,
chua duge nghién cdu day du.
QUY CACHDONG GOl

1vix 10vién, hop 10vix 10vién.

KIEN BAO QUAN:

Bao qudn & Noi kho, nhiét 45 dudi 30°C, tranh dnh sdng.
Baoquan trong bao bl gdc clathudec.
HAN DUNG: 48 thang ké tif ngay san xuit. Khéng diing thudc qua han st dyng dé ghi trén

nhan.
TIEU CHUAN CHAT LUQING: TCCS.
CO 5T SAN XVAT:
CONGTY CO PHAN XUAT NHAP KHAU Y TEDOMESCO

Dia chi: 5666, Qudc|d 30, Phuing M Phi, Thanh phd Cao Lanh, Tinh Béng Thap
posisco  DYiénthoai: 1800.969.660




