https://trungtamthuoc.com/

nve J v

8 Thube bén theo dom Hop 2vix 10 vién /!g/gﬂ
CIPROTH 500

Ciprofloxacin 500mg

AN

53
331
Ni sdn xudt: INDUSTRY QUIMICA Y FARMAGEUTICA VIR, S.A. P
Laguna, 66-68-70. Poligano Industrial Urtinsa |1, 28923 - Alcorcon 3T B =
(Madric), Espana, Téy Ban Nna. €55 BO Y TE —|
Thanh phin: M&i 1 vién chi . CUC( LY
Cpotocaon e u“;w Tiéu chudn: Nha san xudt CQUANLY DU (9]0
it sl | ok, Lo = OO DA PHE DUYET
Chi djnh, chéng chi dinh, libu ding,  1r.6e khi ding. y
cich diing, than trong, céc thong tin 27 ?2813
e 200 200 1y HOSD kb theo DNNK: /an dau:.,
Ba :Bdo quén
un?u?r:-ilnau"c auin trong b0 B spk: W _f
g
P Preseription Drug smdzm:romnmmdm%
'3
2 | CIPROTH500
= Ciprofloxacin 500mg
wn
o
o

WMImmYHMCEMW.E& .
Laguna, 68-88-T0. Poligono Industrial Urtinsa Il. 28523 - Alcorcon (Madrid),

Espana, Spain.
e Guén Mink N
o : Each tablet contains:  Specification: In-house .f'!rgbwy.en. S0 J ?W
S hqsfur.l.-.'f ............. 1]|nbiat ::::“t"‘:':““dmwm
Indications, contraindications, Balote e

dosage, administration, precaution,
other Information: see in the leaflet  Imported by:

Storage: Store in tight container,
below 30°C. RS o




https://trungtamthuoc.com/

CIPROTHS00 [ CIPROTH 500 Y~ CIPROTH500

Ciproflaxacin 500 mg Ciproflowacin 500 mg
IDUSTRY QUIMICAY FARMACEUTICAVIR, S.A, Span musmrmevsmceu'ncmﬁ, S.A, Spain INDUSTRY QUIMICA Y FARMACELTICA VIR .4, Spain
shlasK HD. shi s sbhsk HD:

CIPROTH 500 CIPROTH 500 CIPROTH 500

Giprofloxacin 509 mg Ciprafloxadin 500 mg Ciproflaxacin 500 ng
IDUSTRY QUMIGA ¥ FARMACEUTICA VIR, S.A. Span INDUSTRY QUIMICATY FARMACEUTICA VIR, SA_ Span IRDUSTRY QUMICA Y FARMACEUTICA VIR, §.A. Spain
shi sy HO: shust HD: ShKsY HD

CIPROTH 500 CIPROTH 500 CIPROTH 500

Ciprofloxacin 500 mg Ciproflaxacin 500 mg Ciprofiowacin 500 mg

INDUSTRY QUIRICA Y FARMACEUTICA VIR, SA, Span INDUSTRY QUIMICA ¥ FARMACEUTICR VIR S.A. Spam INDUSTRY QUIRICAY FAR
ShIBSN HD shisx HD: ShHSX:

CIPROTH 500 CIPROT Qﬂgﬂﬂ

Ciproflaxacin 500 Ciprofloxacin

INDUSTRY QUIMICA Y FARMACEUTICA VIR, S.A., Spain INDUSTRY QUIMICA Y FARMACEUTICA VIR, 5.A,, Spain
SLBEX HD: S sX: HD.



https://trungtamthuoc.com/

MU K fUAC

Rx — Thuéc bén theo don

CIPROTH 500
THANH PHAN ' //“'ﬁ/
Méi vién nén bao phim chira: :
Ciprofloxacin ........... 500 mg Nguidm Ngo Hurg
(Dang ding Ciprofloxacin hydrochlorid)

7“9 duge: Colloidal anhydrous silica, cellulose vi linh thé, tinh bat mi, povidon, magnesi stearat,
titan dioxid, polyethylen glycol 6000, hydroxypropyl methyl cellulose.

DUQC LY HOC
Duwgre lpre hoe

Ciprofloxacin 14 khang sinh thugc nhém Quinolon, ¢6 tac dung (rc ché men DNA gyrase cla vi
khuan. Do (rc ché enzym DNA girase, nén thubc ngan s sao chép clia chromosome khién cho vi
khuan khéng sinh san dwgc nhanh chéng. Ciprofloxacin c6 tac dung tét véi cac vi khuan khang
lai khang sinh thugc cac nhém khac (aminoglycosid, cephalosporin, tetracyclin, penicilin...) va
dwgc coi la mét trong nhivng thude co tac dung manh nhét trong nhém fluoroquinolon.

Chiing vi khuin nhay cam:

Vi khudn gram dwong hiéu khi y
Enterococcus faecalis, Staphylococcus aureus (chi cdc ching, am  voi methicillin),
Staphylococcus  epidermidis (chi cac ching nhay cam véi| methicilin),  Staphylococcus

saprophyticus, Streptococcus pneumoniae (chi cac chiing nhay cam
pyogenes

Vi khuan gram &m hiéu khi in

Campylobacter jejuni, Proteus mirabilis, Citrobacter diversus, Proteus wulgaris, Citrobacter
freundii, Providencia rettgeri, Enterobacter cloacae, Providencia stuartii Escherichia coli,
Pseudomonas  aeruginosa, Haemophilus influenza, Salmonella typhi, Haemopghilus
parainfluenzae, Serratia marcescens, Klebsiella pneumonia, Shigella boydi, Moraxella
catarrhalis, Shigella dysenteriae, Morganella morganii, Shigella flexneri, Neisseria gonorrhoeae,
Shigella sonnei

Duwgre dong hoc

Hép thu: Ciprofloxacin hap Ihu nhanh va dé dang & éng tiéu hoa. Khi ¢d thirc &n va cac thube
chéng toan, hap thu thuéc b cham lai nhung khéng bi anh hudng dang ké. B§ khd dyng sinh hoc
cua Ciprofloxacin khoang 70-80%.

Phéan bé: Néng dd téi da trong méu dat dugc sau khi udng khoang 60-80 phit. Ciprofloxacin hién
dién & ndng dd cao tai nhirng vi tri nhiém tring. Théxi gian ban thai tir 3-5 gid.

Chuyén hoa: thudc chuyén hoa qua gan.

Thai trir Khodng 40-50% thubc dwoc do thai duéi dang khdng ddi qua nuéc tiéu nhér loc & cau
than va bai liét & dng than,

CHi BINH
Ciprofloxacin chi diing cho cac nhiém khudn nang, da khang cac khéng sinh théng thudng.
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Ciproth 500 duoc chi dinh cho cac bénh nhifm tring ¢6 bién chirmg va khdng bién chirng gay ra
do cac vi khudn nhay cdm véi Ciprofloxacin, gém:

Viém tuyén tién igt man tinh do E.coli. Proteus mirabilis
Viém da, xwong Khop

Nhi&m tring & bung ¢6 bién ching (str dung phdi hgp v Metronidazol) do Escherichia coli,
Pseudomonas aeruginosa, Proteus mirabilis, Klebsiella pneumoniae, hoac Bacteroides fragilis

St thuong han do Salmoneila typhi.
Nhiém tring huyét

Nhiém trling duwéng tiét nigu gdy bdi Escherichia coli, Klebsiella pneumoniae, Enterobacter
cloacae, Serratia marcescens, Proteus mirabilis, Providencia retigeri, Morganella morganii,
Citrobacter  diversus, Cilrobacter freundi, Pseudomonas  aeruginosa, methicillin-
susceplible Staphylococcus epidermidis, Staphylococcus saprophyticus, or Enterococcus
faecalis.

- Viém bang quang cap tinh chura ¢ bién chirng do E.coli, S.saprophyticus.

- Nhiém tring dwéng hd hap d

Do khang sinh fluorequinolon, trong dé cé thude Ciproth 500 lién quan dén phan (ng ¢6 hai
nghiém tmng {xem myc Canh bao va than trong) va nhiém khuan dudng tiét niéu khéng phirc
tap & mot sb bénh nhan ¢6 thé tw khéi, chi nén sir dung Ciproth 500 cho nhimg bénh nhan
khéng ¢ wa chon diéu tri kh%hay thé.

&i do Escherichia coli, Klebsiella pneumcniae, Enterobacier
cloacae, Proteus mirabilis, Pseudomonas aeruginosa, Haemophilus influenzae, Haemophilus
parainfluenzae, hodc Streptococcus pneumonia (nhay cdm véi penicillin).

Do khéng sinh fluoroqui trong d6 cb thubc Ciproth 500 lién quan @én phan (ng cb hai
nghiém trong (xem my o va than trong) va dot nhiém khuoan cép clia viém phé quan
man tinh & mét 56 bénRA nhan ¢6 thé ty khéi, chi nén sir dung Ciproth 500 cho nhikng bénh
nhén khéng ¢é lira chon digu irj khic thay thé.

Vigm xoang cip do Haemophilus influenzas, Streplococous pneumonias (nhay cém vdi
peniciflin), hodc Moraxella catarrhalis

Do khang sinh fluoroquinolon, trong 66 c6 thubc Ciproth 500 lién quan dén phan (ng c6 hai
nghiém trang (xem muyc Canh bao va than trong) va viém xoang cip tinh do vi khudn & mét sé
bénh nhén c6 thé t khdi, chi nén str dung Ciproth 500 cho nhirng bénh nhan khéng ¢6 lya
chon diéu trj khdc thay thé.

LIEU DUNG VA CACH DUNG

Vigm tuyén tién ligt man tinh nhe va vira: 500 mghdn x 2 IAn/ ngay, ding trong 28 ngay.
Viém da: 500 mg/ I4n x 2 1An/ ngdy, 7 -14 ngay.

Viém xwong khép: 500 mg/ 1an x 2 [4n/ ngay, 4 — 6 tuln.

Nhiém triing & bung: 500 mg/ 14n x 2 1&n/ ngdy, 7 -14 ngay.

Viém rut nhiém khudn nang: 500 mg/lan x 2 IAn/ngay, 7-14 ngay

S$6t thuong han: 500 mg/ ln x 2 lan/ ngay, 10 ngay.

Viém xoang cap tinh do vi khun nhe va vira: 500 mg/ Ian x 2 1An/ ngay, 10 ngay.
Nhiém triing duting hd hip duéi nhe va wiva: 500 mg/idn x 2 An/ngay, 7-14 ngay
Nhiém khuan liét niéu nang hoc c6 bién ching: 500 mg/ln x 2 Aningay, 7-14 ngay
Lau khéng c6 bién chimng: ubng mdt liéu duy nhéit 500 mg
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* Vi bénh nhan suy than:

Can phal giam lidu & ngudi b suy gidm chire m:'mgé than. Trong tredmng hop nguwdi b suy chire
nang than, néu ding liéu thap thi I-:hﬁng can giam lidu; néu ding lidu cao thi phai digu chinh lidu
dwa vao dj thanh thai creatinin, ho&c néng d9 creatinin trong huyét thanh,

Bo thanh thai creatinin
(ml/phiit/1,73 m?) Goi y didu chinh lidu

Lidu 2 750 mg x 2 (uéng), nén
31-60 (creatinin huyét thanh: 120 gidm xuéng con 500 mg x 2
— 170 micromol/lit (udng)

Lidu 2 500 mg x 2 (udng), nén
< 30 (creatinin huyét thanh: > gidm xuéng cén: 500 mg x 1
175 micromolflit) ubng)

CHONG CHI BINH

) ¥ 4 i
- Ngudi ¢ tién sir qua man hodc cd tbn thuong gan xweong véi Ciprofloxacin -\.}@cr}u&/ﬁ: khéc
thudc nhém quinolon

- Tré em dudi 18 tudi.
- Phu ni¥ cé thai va cho con bu.
- Bénh nhan thiéu G6PD.

THAN TRONG
Bénh nhan c6 tién sir co giat, suy gan, than, nhuoc co,

Ding ciprofloxacin dai ngay cé thé 1am cac vi khudn khéng nhay cam véi thube phal trién qua
mirc. Nhat thiét phdi theo dai ngudi bénh va ldm khéng sinh & thuéng xuyén dé cé bién phap
didu trj thich hop theo khang sinh dd.

Canh béo: Tuy hiém xay ra tbn thuong géén xwong, phai ngieng thude khi cé dau hiéu dau tién
clia dau, viém chi dudi lic nghi, tranh kiém héa nwéc tiéu va bdo dam du dich dwa vao tranh
nguy co tinh thé niéu,

Céc phan (rng c6 hai nghiém trong c6 khd nang khéng héi phuc va 3&5-' tan tat, bao gébm viém
gan, dit gan, bénh than kinh ngoai bién va céc tac dung bat lgi trén than kinh trung wong.

Cac khang sinh nham fluoroquinolon ¢b lién quan dén cic phan (g ¢b hai nghiém trong c6 kha
nang gy 1an tat va khéng hoi phuc trén céc hé co quan khac nhau cla co thé. Céc phan Gng
nay ¢6 thé xuat hién déng thoi trén clng bénh nhén. Céac phan (ng cé hai thwdng dugc ghi
nhan gbm viém gan, dit gan, dau khép, dau co, bénh Iy thin kinh ngoai vi va cac tac dung bt
loi trén hé théng than kinh trung wong (do gidc, lo du, trdm cdm, méat ngl, dau dau nang va Id
I&n), Cac phan Gng nay co thé xay ra trong ving vai gi¢r dén vai tuan sau khi sir dyng thube.
Bénh nhan & bat ky tuéi nao hodc khéng cb yéu td nguy co tdn tai tlr trudc déu cb thé gip
nhirng phan &ng cd hai trén.

Ngirng st dyung thubc ngay khi ¢6 d&u hiéu hodc triéu chimg du tién cla bét ky phan Ung cd

hai nghiém trong nao. Thém vio dé, tranh st dyung cac khang sinh nhém flueroquinelon cho céc
bénh nhan da trng gap céc phan (ng nghiém lrong lién quan dén flucroquinolon,

e Nenr
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PHY NF CO THAI VA CHO CON BU

Khéng ding thudc cho phy nir ¢é thai, B&i véi phy nir cho con bl nén guyét dinh ngung cho tré
b hodc ngung ding thudce tly vao tAm quan trong cda thude ddi véi ngudi me.

ANH HU'ONG DEN KHA NANG LAI XE VA VAN HANH MAY MOC

Ciprofioxacin c6 thé gay hoa mét chéng mat, GAu 6c quay cudng, anh hudng dén viéc didu khién
¥e ¢ va van hanh may moe.

TAC DUNG PHUY

Néi chung ciprofloxacin dung nap tét. Tac dyng phy clia thudc chil yéu Ién da day - rubt, than
kinh trung weng va da.

- Thwong gédp (ADR>1/100):

Tiéu héa: Budn nén, nén, tidu chay, dau bung.

Chuyén héa: Tang tam thoi nbng 46 cac transaminase.
- It gap (1/1000<ADR<1/100):

Toan than: Nhirc du, sét do thube,

Méau: g‘éng bach chu wa eosin, gidm bach ¢Au lympho, gidm bach cAu da nhan, thiéu mau, gidm
fieu cau.

Tim —mach: Nhip tim nhanrlli. ha huyét &p, phil niém, ngat, néng bing mat va va md hai.
Thén kinh trung wong: Kich|dong - -
Tiéu héa: Réi lo ;
Da: N&i ban, ngtra, viém tinh mach néng. v JEmEhegr
Chuyén hoa: Tang lam thdi creatinin, bilirubin va phosphatase kiém trong mau.
Co xurong: Bau & cac khép, sung khép
- Hiém gap (ADR<1/1000)
Toan than: Phén (ing phéan vé hoac dang phan vé.
Mau: Thiéu mau tan m4u, tang bach ciu, tang tiéu ciu, thay ddi néng db prothrombin.

Than kinh trung wong: Con co giat, It 1&n, réi loan tam than, hoang tudng, mat ngd, trdm cam,
loan cam gidc ngoai vi, rbi loan thi gidc ké ca do gide, réi loan thinh gidc, U tai, réi loan vi gidc va
khiru gidc, tang ap lyec ni so

Tigu hoa: Viem dai trang mang gia, viém tyy va khé nubt

Da: Hoi ching da- niém mac, viém mach, hdi chirng Lyell, ban dé da thanh nét, ban d6 da dang
liét dich, héi chirng Stevens-Johnson, hoai ti bidu bi nhiém doe.

Gan: Ba co bao ¢ao vé mét vai trudng hop bj hoai tlr té& bao gan, viém gan, vang da v mét

Co: Dau co, viém gan (gan go6t) va md bao quanh. C6 mét vai treéng hop bi dirt gén, déc biét 1a
& nguéni cao tudi khi ding phéi hop véi corticosteraid.

;Il-igt r;(iééu - sinh dyc: C6 tinh thé niu khi nwée tiéu kidm tinh, dai ra mau, suy than cip, viém
n ke.

Khac: Nhay cam véi anh sang khi phoi ndng, phi thanh quan hodc phi phéi, khé thé, co thal
phe quan.

Hutging dén xi tri ADR:
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D& tranh c6 tinh thé niéu, duy tri dd lweng nwée udng vao, tranh I3m nuée tidu qua kidm.

Néu bj tigu chdy nang va kéo dai trong va sau khi didu tri, nguéi bénh cb thé da bi réi loan nang
& rut (viém dai trang mang gid) ¢an ngirmgeiprofloxacin va thay bing mot khang sinh khdg thich
herp (vi dy vancomycin

Neéu o6 bat ky dau hiéu nao v& lac dung phy can ngimg dung ciprofloxacin va nguéi bénh can
phai duge dieu Irj tai mil cor s& y & mdc dil cdc tac dung phunay thudng nhe holc vira va sé
mau heat khi ngirng ding ciprofloxacin.

Théng bdo cho béc si cdc téc dung khéng mong muén gap phai khi sir dung thuée.

TUONG TAC THUOC

- Céc floroquinolon, bao gdm ciprofloxacin (e ché hé enzym cylochrome P450 CYP1A2 va cé thé
lam tang nong @4 trong huyél thanh clia céc thube chuyén héa qua hé enzym nay nhuw clozapin,
ropinirol, theophylin, va tizanidin. Chéng chi dinh str dung dbng thai ciprofloxacin va tizanidin,
Clozapin hay ropinizol ¢6 thé sir dung ddng thoi voi ciprofloxacin nhung phai gidm sat cac bidu
hién lam s&ng kém theo higu chinh lidu néu cin.

Uébng ddng thei véi theophylin c6 thé lam tan%nbng dd theophylin trong huyét thanh, gay ra cac
tac dung phu cla theophylin. Can kiém tra ndng do theophylin trong mau, va cé thé gidm liéu
theaphylin neu bude phai ding 2 loai nay.

- Ciprofloxacin dd dwoe bao cdo 13 1am lang tac dung cla thube didu tri dai thdo dwémng ding
dudng ubng glibenclamid. Ha dwéng huyét ning, doi khi gég W vong g3 xdy ra trén bénh nhan
diing ddng thoi véi glibenclamid. Ciprofloxacin c6 thé (rc ché su bai tiét & éng than va lam tang
doc tinh cua methotrexat.

- Mét sb floroquinolon cé kha ndng kéo dai khodng QT v& do dé tranh diing ¢ énh nhén dang
str dyng cac thube chéng loai nhip nhu quinidin, procainamid hay amiodaron Ioﬁgc}éi ra,
nén than trong khi sir dung ddng théi véi cac thube khdc cling cb tac duy hu khang
histamin astemizol va lerfenadin, cisaprid, erylhromyein, pentamidin, phenothi hodc thube
trbng trdm cam 3 vong)

- Dung déng thei edc thube khang viém khéng stercid (ibuprofen, indomethacin...) s& lam tang tac
dung phu cua Ciprofloxacin.

TN gt
- Ding dbng théi thube chéng toan ¢6 nhom va magnesi sé& lam gidm ndng @6 trong huyét thanh \‘
va gidm gid néng sinh hec ca ciprofloxacin. Khéng nén ubng dbng théi ciprofioxacin véi cac thude |
chéng toan, can ubng thudc xa nhau (nén udng thudc chdng toan 2-4 gity trwéc khi udng -/
ciprofloxacin) tuy cach nay cing khéng gidi quyét triét dé duwoc vén dé.

s
- Da hiap thu Ciprofloxacin ¢6 thé bj gidm di ¥ néu ding dbng théi mdt sb thude gay dbc 18 bao
(Cyclophosphamid, Vincristin, Doxorubicin, Cylosine, Arabinosid, Mitozantron).

- Néu ding déng thoi didanosin, thi ndng dd ciprofloxacin bi gidm di Géng ké. Nén ubng
ciprofloxacin treéc khi diing didanosin 2 giér hodc sau khi ding didanosin 6 gidr..

- Cac ché pham c6 sét (fumarat, gluconal, sulfat) Idm gidm déng ké sy hap thu ciprofloxacin &
rudl. Cac ché phdm c6 kém anh huéng il hon, Tranh ding ddng théi ciprofloxacin véi cac ché
pham co sat hodc kém hay ubng céc thir thuéc nay cang xa nhau cang tét.

- Ciprofloxacin va ciclosporin diing ddng thi cb thé gy tang nhat théi creatinin huyét thanh. Nén
kiém tra creatinin huyét thanh mai tudn 2 1an

- Probenecid lam gidm mre loc cau than va gidm bai tigt & éng than, do 6 lam gidm dao thai
thubc qua nuée tigu

- Warfarin phéi hop véi ciprofloxacin c6 thé gay ha prothrombin. Can kiém tra thuéng xuyén
prothrombin huyét va diéu chinh liéu thude chéng déng méu.

QUA LIEU
- Da co bao cao v& dbc tinh trén than cd hdi phyc trong trudmg hop qué lidu cap.
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- XU tri: gay non hodc rira da day dé loai thube khdi co thé. Can theo dbi ngudi bénh va didu tri
hé trg nhw gidm sat chirc nang than va dung céc thude khang acid chira magnesi, nhém hoac
calci dé giam sw hép thu Ciprofloxacin. Cén duy tri bi @l dich cho bénh nhan.

QUY CACH DONG GOI: Hop 2 vi x 10 vién nén bao phim.
TIEU CHUAN: Nha san xuét

HAN DUNG: 36 thang ké tir ngay san xuét

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

San xuét boi:
INDUSTRIA QUIMICA Y FARMAC

VIR, S.A.

Laguna, 66-68-70. Poligono Indust;ial Urtinsa Il 28923 ALCORCON (MADRID) TAY BAN
NHA

Dé xa tam tay tré em. Poc ki hwéng dan sir dung truwée khi ding
Néu cén thém théng tin xin hoi y kién béc sy

TUQ.CUC TRUUNG
P.TRUUNG PHONG

Pham Thi Viin Honk



