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Rx'— Thudc ban theo dom

CIPROTH 500
THANH PHAN ,,{uf‘:{"
viol vien nén bao phim chua:
Ciprofloxacin ........... 500 mg Mg,ur;)c‘r Ny Ha ™~
(Dgng dung Ciprofioxacin hydrochiorid)

Ta dugc: Colloidal anhydrous silica, cellulose vi linh thd, tinh bt mi, povidon, magnesi slearat,
tilan dioxid, polyethylen glycol 6000, hydroxypropy! methyl cellulose.

DUQC LY HOC
Duwgre Iy hoc

Ciprofioxacin la kbang sinh thudc nhom Quinclon, cé tac dung rc ché men DNA gyrase cia vi
khudn. Do (e chd enzym DNA girase, ndn thude ngan sy sao chép clia chromosome khién cho vi
khudn kh8ng sinh sdn duee nhanh chéng. Ciprofioxacin ¢4 tac dung 8t v&i cac vi khudn khing
Iai khdng sinh thugc cac nhdm khac (aminoglycosid, cephalosporin, lelracyclin, penicilin...) va
dugc cai la mdt trong ahlrng thudc ¢6 tac dung manh nhat trong nhém fluoroquinolon.

Chiing vi khudn nhay cam:
Vi khudn gram dwomg hiéu khi

Enterococcus faecalis, Staphylococcus aureus (chi cac chﬁngx hay c¢dm vé&i methicilling,
Staphylococcus epidermidis (chi cac chung nhay cam véi, . & 'ul}l'n). Staphyiococcus
saprophyticus, Streptococcus pneumoniae (chl cac chung nhay ¢dm voi p ; picillin). Streplococcus

pyogenes y o
Vi khudn gram 3m hiéu khi '

Campylobacter fejuni, Proteus mirabilis, Citrobacler diversus, Proleus vulgaris, Cilraobacter
freundfi, Providencia rettgeri, Enterobacler cloacae, Providencia sluarti, Escherichia cof;,
Pseudomonas aeruginosa, Haemophilus influenza, Salmonela typhi, Haemophilus
parainfluenzae, Serralia marcescens, Kiebsislla pneumonia, Shigella boydu. Moraxella
catarrhalis, Shigella dysenteriae, Morganella morganii, Shigella flexneri, Neisseria gonorrhoeae,
Shigelia sonnei

Dugrc 49ng hoc

H&p thu: Ciprofioxacin hép thu nhanh va d& ding & éng tidu héa. Khi cé thirc 3n va cic thube
chéng toan, hap thu thubc bi cham lai nhirng khang bj anh hudng dang ké. D kha dung sinh hoc
cua Ciprofloxacin khodng 70-80%.

Phéan bd. Nbng d¢ t8i da trong mau dat duge sau khi udng khodng 60-90 phut. Ciprefloxacin hién
dién & nbng 44 cao tai nhrng vi tri nhiém trung. Thoi gian ban thai tr 3-5 gid.

Chuyén héa: thubc chuyén héa qua gan.

Théi Irir Khodng 40-50% Ihudc dugc 4o thai dudi dang khéng ddi qua nuéc tidu nhar loc & cau
lhan va bai tiét & dng than.

CHI OINH
Ciprofioxacin chi dung cho cac nhi&m khudn néing, 43 khang cac khang sinh thdng thuéng.



OBiproth 500 duoc chi dinh cho cac ténh nhidm tring ¢6 bién chirng va khong bién chirng giy ra
de cAe vi khudn nhay ¢3m vé&i Ciprofloxacin, gém:

Viém |uyén tidn ligl man linh do E.coli, Proteus mirabilis

= Viém da, xuong kKhép
—adm triing & bung c6 bién chirng (s dyng phbi hop véi Metronidazol) de Escherichia co,

-

rauiidomonas aeruginosa, Proleus mirabilis, Klebsielfa pneumoniae. hoac Bacleroides fragilis
Sét thuong han do Salmonelia typh.
Nhiém tring huyét

Nhiém triing duwdng tidt nidu g8y bdi Escherichia coli, Klebsiella pneumoniae, Enterobacter
cloacae, Serratia marcescens, Proleus mirabilis, Providencia rettgeri, Morganelfa morganii,
Cirobacter  dwersus, Cilrobacter freundii, Pseudomenas  aeruginosa, melhicillin-
susceplible Staphylococcus apidermidis, Staphylococcus saprophyticus, Qr Enterococcus
faecalis.

Viem bang quang ¢ip tinh chura ¢6 bién chirng do E.coli, S.saprophylicus.

Do khang sinh fluoroquinolon, treng dd co thude Ciproth 500 lién quan dén phan ang co hai
nghidm frong (xem myc Canh bdo va than 1rong) va nhiém khudn duwéng 1iét niéu khdng phirc
tap & mdt s& bénh nhén cd thé ty khdi, ¢hi ndn st dung Ciproth 500 cho nhirng b&nh nhan
khéng c6 lua chon didu tri khad thay 1hé.

Nhiém trung duéng hé hap divéi do Escherichia coli, Klebsiella pneumoniaa, Enterobacter
cloacae, Proteus mirabilis. Pseudomonas aeruginosa. Haemophilus influenzae. Haemophilus
parainfluenzas, hodc Streptococcus pneumonia (nhay cam vor penicitlin).

Do khang sinh fluoroquipol mdrbng 86 c6 thudc Ciproth 500 lién quan dén phin rng cb hai
nghi&m trong (xem mug. 0 va 1han trong) va do1 nhidm khudn cp cla viém phé quan
man linh & mol s¢ bénfitnhan cd thd ty khdi, chi nén sU dung Ciproth 500 ¢ho nhirng bénh
nhan khdng ¢6 lra chon didu Iri khac thay thé,

Viém xoang cdp do Haemophilus influenzae, Streplococcus pneumonias {nhgy cdm v
penicitin), hodc Moraxella catarrhaiis

Do khang sinh fluoroquinolon, trong 86 ¢ thudc Ciproth 500 lién quan dén phan ¢ng co hai
nghidm [rong (xem myuc Canh bao va than irgng) va viém xoang c4p tinh do vi khuin o mét sé
bénh nhén c6 thé tv khéi, chi nén s dung Ciproth 500 che nhirng bénh nhin khdng ¢d lya
chen didu tri khae thay 1hé.

LIEU DUNG VA CACH DUNG

Viém fuyén tidn ligt man tinh nhe va vira: 500 mg/idn x 2 1An/ ngay, diing trong 28 ngay.
Viém da: 500 mg/ 1An x 2 iAn/ ngay. 7 -14 ngay

Viém xuong khép: 500 mg! 13n x 2 lAn? ngay, 4 - 6 twin.

Nhiém tring 4 bung: 500 mg/ 14n x 2 1An/ nqdy, 7 -14 ngay.

Viém ruét nhiém khudn ndng: 500 mg/ldn x 2 IAn/ngdy. 7-14 ngay

Sét thuong han: 500 my/ 14n x 2 1An/ ngay, 10 ngay.

Viém xoang ¢dp tinh do vi khuin nhe va vira: 500 mg/ lAn x 2 1An/ ngay, 10 ngay.
Nhiém tring duéng h6 hAp duéi nhe va viva: 500 mgflAn x 2 IAningay, 7-14 ngay
Nhi&m khuln (iél niéu nIng hodc coé bidn chirng: 500 mg/idn x 2 1An/ngay, 7-14 ngay
L3u khdng ¢4 bién chirng: ubng mélt lidu duy nhat 500 mg



TVéi bénh nhan suy thén:
CAn phdi qidm lidu & nguéi bj suy gidm chie nang than. Trong trvdng hop ngurdi bj suy chire

ning thin néu dung lidu thdp thi khong cin gidm lidu; néu diing lidu cao thi phai didu chinh lidy
dira vao dé thanh 1hai creatinin, hodc ndng @ creatinin trong huyét thanh,

Dd thanh thal creatinin
(miiphat/1,73 m?) Ggi y didu chinh lidu

Lidu 2 750 mg x 2 (ubng). nén
31-60 (creatinin huyét thanh: 120 gidm xudng con 500 mg x 2
- 170 micromollit Fuéng)

idu 2 500 mg x 2 (ubng), nén
S 30 (crealinin huyét thanh: > gidm xuéng ¢on: 500 mg x 1
175 micromalAit) (uéng)

CHONG CHI BINH m

- Nguti cb tién sir qua mAn hosc ¢ tén throng gan xuwong vén Ciproﬂoxacin-}akc tuﬁc khdc
thude nhdm quinoion

- Tré em dudi 18 tudi.

- Phy nir ¢ thai va cho ¢on bu.
- Bénh nhan thiéu GEPD

THAN TRONG

Bénh nhdn ¢4 lidn sir co giat. suy gan. than. nhuge co.

Dung ciprofloxacin dai ngdy cé thd 1am cdc vi khudn khéing nhay cam vé&i thudc phat tidn qua
m(r¢. Nhat thiét phai theo ddi ngudi bénh va 1am khang sinh db thudng xuyén dé ¢ bién phap
&itu tri thich hep theo khang sinh dd.

Cdnh bio: Tuy hiém xay ra tdn thuong gan xuong, phai nging thudc khi c6 diu hiéu dau tién
cUa dau, viém chi dudi lGe nghi, trénh kidm héa nudc tiéu vA bao 8dm AU dich dura vao tranh
nguy ce tinh thé niéu.

Cac phén (ng ¢o hai nghiém trong ¢6 khd nang khong hdi phuc va gay tan t3t, tac gbm viém
gan. dirt gan, bénh than kinh ngoat bién va cac t&c dyng bat loi Irén than kinh trung wong.

Cac khang sinh nhém fluoroquinalon cb lién quan dén cdc phan (ng cb hai nghiém trong cé kha
nang gay 1an 14t va khdng hdi phyc trén cac hé co quan khac nhau cla co thé. CAc phan (rng
nay cé thé xual hien déng théi Irén cung bénh nhan. C&c phan ung ¢ hai thudng dugc ghi
nhan gém viém gan, dirt gan, Gau khop. dau o, bdnh Iy thin kinh ngoai vi va cdc 14c dung bat
lgi trén h& théng than kinh trung wong (do gidc, Io du, irdm c¢dm, mat ngu, dzu diu n¥ng va (b
13n). Cac phidn ung nay c6 thé xay ra trong véng vai gi&r dén vai wdn sau khi sir dung thude.
8énh nhan & bit ky tudi ndc hodc khong cd yéu 18 nguy co tdn tai & trvdc déu cd thé gap
nhirng phan (*ng ¢ hai trén.

Ngirng sz dung thubc ngay khi cé ddu higu ho3c (riéu chirng dAu tién cia b4t ky phan irng cd
hai nghiém trong ndo. Thém vao @9, tranh sir dyng cAc khang sinh nhém (luoroquinolon cho ¢cac
bénh nhan 43 Wng gap cic phan ng nghiém trong lién quan den fluoroquinclon.
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PHU NI €6 THAI VA CHO CON BU

Khéng dung thudc cho phu nir ¢6 thai. D&i v&i phy nir cho ¢on bl nén quyét ginh ngung cho té
bia hoac ngumg dung thudc thy vao tdm quan trong cua thude dbi voi ngudi me.

ANH HUONG DEN KHA NANG LAI XE VA VAN HANH MAY MOC

Ciprofloxacin co thé gay hoa mét chéng mat, diu d¢c quay cudng, 4nh hudng dén vidc didu khién
xe ¢Q va van hanh may moc.

TAC DUNG PHY

Noi chung ciprofloxacin dung nap t&t. T4c dyng phy cda thude chil yéu I8n da day — ruét, thin
kinh trung wong va da.

- Thirong gdp (ADR>1/100):

Tiéu hda: Budn ndn, nén, tidu chdy, dau bung.

Chuydn héa: Tang tam thdi ndng do cac transaminase.
- It g&p (1/1000<ADR<1/100):

Toan than: Nhirc d4u, sét do thube,

Méau: ;I'ang bach cAu ua eosin, gidm bach cAu lympho, gidm bach chu da nhén, thidu méu, giam
tieu cau.

Tim -mach: Nhip tim nhanh, ha buyét 4p. phi nidm, ng4t, néng birmg mat va va md héi.
' H

Than kinh trung wong: Kichidong R
Tidu héa: Réi loan. fRaRsa )
Da: Néi ban, ngt‘ra,“viém tinh mach ndng. S
Chuyén héa: Tang 1am thdi crealinin, bilirubin va phosphatase kiém trong mau.
Co xuong: Pau ¢ cac khdp. swng khop
- Hiém gap (ADR<1/1000)
Toan than: Phan ng phdn vé hodc dang phan vé.
Mau: Thidu mau tan mdu, 1sing tach cAu, Wng tidu clu, thay déi ndng 4 prothrombin.

Thn kinh trung vong: Com co gi4t, 1 1n, rdi 1oan tdm thdn, hoang 1udng, mal ngd, Irdm cam,
loan cam giac ngoai vi, réi toan thj giac ké ca o giae, rdi loan thinh gidc, U 1ai, rdi l0an vi gide va
khiru gidc, 13ng 8p lre ndi 59

Tidu héa: Viém dai lrdng mang gia, viém tyy va kho nudt

Da: Hi chirng da- niém mac. viém mach, hgi ching Lyell, ban 86 da thanh nét, ban dé da dang
tiet dich, hdi chirng Stevens-Johnson, hoai t bidu bi nhiém d¢c.

Gan: B3 ¢6 bdo cao v& mdt vai irvdng hop bj hoai t& té bao gan, viém gan, vang da v mat

Co. Pau co, viém gan (gén got) va md bao quanh. C6 mdHt vai trudrng hop bi 80t gan, dac biét 1A
& nguéi cao twdi khi dung phéi hgp vir corticosteraid.

Thign ?(igu — sinh dyc: Cé tinh thd niéu khi nurée tidu kidm tinh, @4i ra mau, suy than clp. vidm
than ke.

Kngc: I;Jhay cdm voi dnh sang khi phoi ndng, phi thanh quan hodc phi phdi. khd the, co thét
phe quan.

Hw6ng din xu tri ADR:



D4 tranh ¢o tinh thé nieu. duy trl 40 luong nurdc udng vao, trdnh 1am nuwéce tidu qua kiém.

Néubi tigu chdy nding vA kéo dai trong va sau khi didu tri, nguéi bénh co thé a3 bi rdi loan nang
[viém dai wAng mang gia) cAn ngrngciprofioxacin va thay bing mdt khang sinh khac thich
nep (vi du vancomycin)

Néu cb bat ky dau hidu ndo v 1ac dung phu cAn ngirng ding ciprofioxacin va ngudi bénh cin
duoc didu Id tai mdt co s& y té m3c du cde tie dung phunay lhuéng nhe ho3c vira va sé
mau heat khi nglrng dung ciprofloxacin.

Théng bio cho béc si cdc tdc dung khbng mong mubn gap phii khi sir dung thube.

TUPONG TAC THUOC

- Cac floreguinolon, bao gdm ciprofloxacin Gc ché hé enzym cytochrome P450 CYP1A2 va cé thd
1am tang ndng 4o trong huyé! thanh cla cac thulc chuyén hdéa qua hé enzym nady nhu clozapin,
ropinire), Iheophylin, va tizanidin. Chédng chi dinh s dung ddng thei ciprofloxacin va tizanidin,
Clozapin hay ropinizol ¢é thé sir dyng déng thei véi ciprofloxacin nhirng phai giam sat cac bidu
hién [am sang kém theo hidu chinh 1idu néu cin.

Ubng ddng théi véi theophylin ¢4 thé 1am tang ndng dd theophylin trang huyét thanh, gdy ra cic
tac dung phy ctia theophylin. Can kidm tra nong 86 theophylin trong mau, va ¢o thé giam lidu
theophylin neu bude phai dung 2 foai nay.

- Ciprofioxacin da dugc bao c40 14 lam tang ldc dyng cua lhude didu trji dai thdo dudng ding
duéng ubng glibenclamid. Ha dudng huydt ndng, dbi khi gay tr vong &3 x3y ra trén bénh nhan
dung ddng thoi voi glibenclamid. Ciprofloxacin cd thé e ché sv bai lié1 & éng than va lam tang
déc linh cua methotrexat.

- Mt sb floroquinolon ¢6 kha n3ng kéo dai khodang QT va do 46 lrdnh ding chofbenh nhédn dang
st dyng cac thube chéng logi nhip nhu quinidin, procainamid hay amiodaron va gpwlol, Ngoai ra,
nén than trong khi sir dung d8ng théi voi cac thube khac cing cd tdc dung Nay (nhu khang
hislamin astemizol va lerfenadin, cisaprid, enythromycin, pentamidin, phenolhidz® hodc thudc
tréng IrAm cédm 3 vong)

- Ding déng thei cac thudc khang vidm khang steroid (ibuprofen, indomethacin...) $& 1am tang tac
dung phy cua Ciprofloxacin.

Yod ampl
- Diing a8ng Ingri thude cndng 10an &6 nhdm va magnesi sé& 1am gidm ndng d6 trong huyét thanh
va gidm gid nang sinh hoc cua ciprofloxacin, Khéng nén udng déng théi ciprofloxacin véi cac lhulc |
chéng toan, cAn uéng thude xa nhau (nén uéng thudc chédng toan 2-4 gi¢ trude khi udng - J
ciprofloxacin) tuy cich nay cing khdng gidi quyél triét dé Guoc vin d8. Y

- B hip thu Ciprofioxacin cé hé bj giam di % néu dung ddng thei mdl sé thudc gay ddc 1é bao
(Cyclophesphamid, Vincristin, Doxorubicin, Cytosine, Aratinosid, Milezantron).

- N&u ding dong théi didanosin, thi ndng d¢ ciprofloxacin b| gidm di @4ng ké. Nén udng
ciprofioxacin lruée khi dung didanosin 2 gi®y hodc sau khi ding didanosin 6 gid..

- Cac ché phdm cb sat (fumarat, gluconal, sulfal) [Am gidm dang ké sy hdp thu ciprofloxacin &
tudt. C4c ché phim cb ké&m dnh hudng it hon. Trénh ding déng thai ciprefioxacin véi cac ché
phdm o6 st hodc kém hay ubng céc thir thudc nay eang xa nhau cang tdt

- Ciprofioxacin va ciclospornin dung déng théi cé thé gay tang nhat thdi creatinin nuyét thanh. Nén
kidm lra creatinin huyét thanh m&i tudn 2 13n

. Probenecid 1am gidm mic loc cAu Ihan va gidm bai tiét & éng thdn, do 66 ldm gidm dao tha
thude qua nuée tidu

. Wartarin phéi hop voi ciprofloxacin ¢6 thé gy ha grothrombin. Cin kiém tra thuémg xuyén
prothrombin huydt va didu chinh lidu thudc chéng déng mau.

QUA LIEU
- D3 o blo cao v ¢ tinh Irén than cb hdi phyce trong ireréng hep qué lidu clp.



Xir tri: Gay nOn hodc riva da day dé loai thudc khéi co thé. Can theo déi ngudi bénh va diéu tri
kem theo g jam sat chirc ning than va dung cac thubc khang acid chira magnesi, nhdm hodc
caicl ae giam sy hap thu Ciprofloxacin. Can duy tri b dU dich cho bénh nhan.

QUY CACH DONG GOl: Hop 2 vi x 10 vién nén bao phim.
TIEU CHUAN: Nha san xuat
HAN DUNG: 36 thang ké tir ngay san xuét

BAO QUAN: Trong bao bi kin, dwéi 30°C. ll

I||'|
San xuét béi: \ \
INDUSTRIA QUIMICA'Y FARMA}CEEI__EJCJ\ VIR, S.A.

Laguna, 66-68-70. Poligono Industrial Urtinsa Il 26923 ALCORCON (MADRID) TAY BAN
NHA

Da xa tam tay tré em. Doc ky hwdng dan sir dung trirdre khi dung
Néu can thém théng tin xin héi y kién béc sy

TUQ.CUC TRUUNG
P.TRUONG PHONG

Pham Ghi Vin Hank
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