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A/ i £ 3
Nha sin sud £ & g

Cmgr TNHH LD STADA-VIET NAM
K6 1 i Thi 5 \:-'.'. Hida 2,
X Xuidn Thai Eiing, Huydn Hac pan
TP, Hé Chi 'q.r-l' Wit \..|:

Lén dau:.03/.09

scanax 500

FXEC | NCR
I P -
=

1l (
Tiw chuadn dp dyng: TONSY
SPK - Reg. No.: of X4 TAM TAY TRE Fm

BOC KT HUONG DAN SU DUNG TRUGC KM DUNG

5 PRESCRIPTION DRUG 5 blisters x 10 film-coated tal#ass

(
SCanax 500

Ciprofloxacin (as ciprofloxacin hydrochloride) 500 mg
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Mau hép: Scanax 500
Kich thudéc: 55x87x55 mm

001
Ti 1é: 87%

Chai 100 vién nén bao phim Thanh phin: Mbi vign nén bao phim chisa ottle of 100 film-coated tablets Composition: Each film-coated tablet contains:

Ciprailpxacin

{eduthi dang ciproflusacin hydroclorid) 500 mg
Ta chigic wira o, % 1 vién
Chi dinh, Cach diing, C hﬂng chi n‘!}nh va cic
thiing tin khic:

Xin doc trong 1@ hudng didn <0 dung,

Rx THUGC BAN THED BON

SCanax 500

Ciprofloxacin

Bao quan: Trong bao bi kin, nol kha, tranh anh
sang: Nhigt d khong gua 310°C
Tidu chudn dp dyng: TCMNEX

Rx PRESCRIFTION DRUG

SCanax 500

Ciproflexacin
las ciprofloxacin hydrochloride) 500 mg

Ciprafloxacin

{as ciprofloxacin hydrochloride) ... 00 Mg
12T 1 tables
Indications, Admini ion, € indications

and other precautions:

Read the package insert inside

Stare in a well-clused container, in a dry place,
protect from light, Do ol store above 30°C.

Manufacturer's specification
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Mau nhan chai (500 vién): Scanax 500
Kich thudc: 73x150 mm - Ti l&: 100%

Thinh phin: 24 vien nén hao phim chia: ;
Clprotloxacin ._:;I
. fedudi dang ciprofloxacin hydroclorid) —...........,. 500 g
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THUOC DUNG CHO BENH VIEN Chi dinh, Cach ding, Chéng chi dinh va cac thing tin
khac: Xin doc trong 1t hudng didn < dyng
: Bdo quin: Trong bao hi kin, nel khd, trdnh dnh sang.
Rx THUGC BAN THEO BON Mhidt diy khdng qua 30°C.
Titu chudn 4p dyng: TCNSX
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Scanax 500

THANH PHAN

M&i vién nén bao phim chia:
Ciprofioxacin (dw6i dang ciprofioxacin hydroclorid) ................... 500 mg
Ta dUQC ViFa Gl.......cveeerreereereisisisiicce e seess oo eeenennne. | VIEN
(Tinh bt ngd, lactose monohydrat, croscarmellose natri, tinh bét natri
glycolat, povidon K30, colloidal silica khan, magnesi stearat, titan
dioxyd, hypromellose, macrogol 6000, talc)

MO TA
Vién nén hinh oval, bao phim mau trdng, mét mat cé khdc chir
“SCAN", m{t mét tron.

DUQ'C LY'C HOC

— Ciprofloxacin |& mgt khang sinh nhém fluoroquinolon vé&i phd khang
khuén réng hon acid nalidixic, va dwoc ddng hoc tét hon cho phép st
dung thuéc trong cac nhidm tring toan than.

— Ciprofloxacin khang khudn bdi sy (c ché DNA gyrase va
topoisomerase IV, nhitng enzym cén thiét cho qua trinh tai sinh DNA
ctia vi khuén,

— Trén in vitro, ciprofloxacin cé hoat tinh khang khudn trén mét sé vi
khudn hiéu khi gram am: Escherichia coli va Citrobacter, Enterobacter,
Klebsiella, Proteus, Salmonella, Serratia, Yersinia. Thuéc ciing cé kha
néng khang Pseudomonas aeruginosa va Neisseria gonorrhoeae, H.
influenzae, Moraxella catarrhalis... va cac vi khudn hiéu khi gram
duwong: Staphylococci, bao gdm cac giéng vi khudn cé hodc khéng co
kha ning san xuét penicillinase, va khang dwoc mét sé MRSA. Hau
hét céc vi khudn yém khi, bao gdm Bacteroides fragilis va Clostridium
difficile, G& khang voi ciprofloxacin, méc du c6 mét sé Clostridium spp.
con nhay cam.

DUQ'C DONG HQC

~ Ciprofloxacin hép thu nhanh va tét qua dudng tiéu hoa. Sinh kha dyng
dudng ubng khoang 70 - 80% va ndng d§ dinh trong huyét trong dat
duoc sau 1 - 2 gier khodng 2,4 meg/ml sau khi uéng lidu 500 mg.

— Ti1é gén két protein huyét twong tir 20 - 40%. Ciprofloxacin phan bé
réng khdp trong co thé va thdm nhép vao mé tét. Thubc xuét hién
trong dich ndo tly nhung néng dé chi vao khoang 10% so véi ndng do
trong huyét twong khi mang ndo khéng bi viém. Ciprofloxacin qua
duwoc nhau thai va phan bé trong sira me. Néng a6 thuéc tap trung cao
trong mét.

— Thai gian ban thai cla thudc khodng 3 - 5 giér va cho théy s tich Iy
thuéc & mirc binh thwéng. Théi gian béan thai cé thé kéo dai hon & bénh
nhan suy than (khodng 8 gt da duoc bao cdo & bénh nhan suy than
giai doan cubi) va nguoi cao tudi. Tuy nhign, thuwong khéng cin didu
chinh liéu & nhizng bénh nhan nay ngoai trir khi bénh nang.

~ Ciprofloxacin bai tiét chi yéu qua nuwéc tidu, nhung sy bai tiét khéng
qua than chiém khoang mét phdn ba lugng bai tiét, bao gdm sy
chuyén héa qua gan, bai tiét qua mat va thai qua niém mac vao trong
Iong rugt. Oxociprofloxacin 1a chét chuyén héa chinh qua nwoc tidu va
sulfociprofloxacin 1& chét chuyén héa chinh qua phan. Khoang 40 -
50% lidu ubng dugc bai tiét dusi dang khéng @i qua nuéc tidu va
khoang 15% du6i dang chét chuyén héa. Khodng 20 - 35% lidu uéng
dwgc dao thai qua phan sau 5 ngay.

CHI BINH

~ Ciprofloxacin dwoc chi dinh cho cac nhiém khuin ning ma céc thuéc
khang sinh théng thwéng khéng tac dung dé tranh phat trién cac vi
khudn khang ciprofloxacin: Viém dudng tiét nigu trén, viém tuyén tidn
ligt, viém xwong-tdy, viém rudt nhidm khuin nang, nhi&m khuin bénh
vién ndng (nhi&m khudn huyét, nhidm khudn & nguoi suy giam midn
dich).

~ Dy phéng bénh ndo mé clu va nhiém khudn & ngudi suy giam mién dich.

LIEU LUQ'NG VA CACH DUNG
Céach dung
Neén uéng thuéc 2 gir sau bira &n. B&nh nhan nén uéng nhidu nwéc
va khéng uéng thuéc chdng toan da day trong véng 2 gié sau khi uéng
thudc.
V61 da sb nhiém khudn, vigc didu trj can tip tyc it nhat 48 gior sau khi
ngudi bénh khdng con triéu chimg. Théi gian didu tr thwdng 1a 1 - 2
tudn, nhung véi céc nhidm khudn ndng kém theo bién chirng, thoi
gian diéu tri co thé 1au hon.
Bidu trj ciprofloxacin c6 thé cin phai tiép tyc trong 4 - 6 tuln hodc lau
hon trong cac nhim khudn xwong va khép. Tiéu chay nhidm khun
thwéng diéu trj trong 3 - 7 ngay hodic c6 thé ngén hon.
Lidu ding (cho méi 24 gid)

~ Nhi&m khuén dudng tiét niéu trén: 250 — 500 mg x 2.

— Lau khéng cb bién chirng: 500 mg, lidu duy nhét,

— Viém tuyén tién liét man tinh: 500 mg x 2.

~ Nhiém khuén & da, mé mém va xuong: 500 -700 mg x 2.

— Viém rut nhiém khu#n niing: lidu didu tri: 500 mg x 2; lidu di phong:

500 mg x 1.

— Phéng céc bgnh do ndo mod cAu: ngui Ion va tré trén 20 kg: 500 mg,
lidu duy nhét; tré em du6i 20 kg: 250 mg, lidu duy nhét.

~ Phang nhim khudn Gram (-) & nguwoi bénh suy giam mién dich: 250 —
500 mg x 2.

~ Nni&m khudn bénh vién nang, nhiém khuén huyét, nhi8m khudn & nguoi
suy giam mién dich: 500 - 750 mg x 2.

~ Cén phai giam lidu & ngudi bj suy gidm chirc ndng gan hay suy than
nédng. Trong trréng hop ngudi bj suy chirc nang than, khéng can giam
lidu néu duing liéu thdp. O nhiig lidu cao, lidu nén duoc didu chinh dya
trén @4 thanh thai creatinin hoc ndng d6 creatinin huyét thanh.

B¢ thanh thai creatinin Gei y diéu chinh lidu lvgng
(ml/phit/1,73 m?)

31-60 Lieu 2 750 mg x 2 nén giam xudng
(Creatinin huyét thanh: 120-170 | con 500 mg x 2

micromol/lit)

<30 Liéu = 500 mg x 2 nén giam xudng
(Creatinin huyét thanh > 175 |con 500 mg x 1

micromol/lit)

CHONG CHI BINH

~ Bénh nhan nhay cam véi ciprofloxacin hay cac quinolon khac hodc véi
bét clr thanh phin nao clia thuéc.

— Chéng chi dinh chung ciprofloxacin véi tizanidin.

THAN TRONG

— Thén trong v&i nhing bénh nhan ddng kinh hodc cd tién st réi loan hé
than kinh trung wong, bénh nhan suy than, thiéu GEDP hodc bi nhwoc
co.

~ Ngung dung thubc néu bénh nhan cé viém, dau hay thoat vi day
chéng.

~ Tranh tiép xuc véi anh sang mét trdi hay anh sang chiéu manh trong
suédt thei gian diéu trj voi ciprofloxacin.

- Tranh ding ciprofloxacin va cac fluoroquinolon khac trong nhidm
MRSA vi mire 89 khang thuéc cao.

~ Ciprofloxacin cé th& Iam cho cac xét nghiém vi khudn Mycobacterium
tuberculosis bj &m tinh.

— Trén thue nghigm, thubc c6 thé gy thoéi hoa sun & cac khép chiu
trong lyc & ddng vét con nhd. Han ché ding ciprofloxacin cho tré nhé
va tré dang lén.

TUONG TAC THUOC

— Dung fenbufen véi cac fluoroquinolon c6 thé 1am ting tac dyng phuy
trén h& than kinh trung wong clia fluoroquinolon. Tac dung phu trén hé
thdn kinh ciing dugc bao cdo trén bénh nhan dang dung naproxen va
cloroquin dwgc chi dinh ciprofloxacin.




- Sy hép thu cla ciprofloxacin va cac fluoroquinolon khac bj giam bai
céc thubc khang acid chira nhém hodc magnesi hodc béi cac mudi
calci, sét, kém. Tuong ty nhw cc fluoroquinolon khac, ciprofioxacin
nén dugc ubng trrdc it nhét 2 gier hodic sau 6 gir ding cac thubc nay.

— Ciprofloxacin lam ting tdc dgng cla cac thubc chéng déng nhu
warfarin va thudc trj dai thao dwong glibenclamid. Ha glucose huyét
trAm trong, d8i khi gdy ti» vong da xay ra trén bénh nhan dang dung
glibenclamid.

- Tang thodng qua creatinin huyét thanh xdy ra khi ding chung
ciprofloxacin véi ciclosporin.

- Sir dung ddng thei ciprofloxacin va theophyliin c6 thé 1am tang ndng
@6 cda theophyllin trong huyét thanh.

- D9 hép thu cia ciprofloxacin c6 thé bj gidm mét niva néu ding ddng
thoi véi mét sé thudc gdy ddc té bao (cyclophosphamid, vincristin,
doxorubicin, cytosin arabinosid, mitozantron).

- Ubng ?ng thoi sucralfat s& lam gidm hép thu ciprofloxacin mét cach
dang ke.

— Ndng @5 huyét thanh cla ciprofloxacin bj gidm dang k& néu dung
chung v&i didanosin.

PHY NI CO THAI VA CHO CON BU
Phy nir c6 thai
Chi nén ding ciprofloxacin cho ngui mang thai trong nhirng trweérng
hep nhidm khudn ning ma khdng cé khang sinh khac thay thé, bubc
phai dling t&i fluoroquinolon.

Phy ni¥ cho con b

Ciprofloxacin dwec bai tiét vao sira me. Do co thé xdy ra nhitng tac
dung phu nghiém trong déi véi tré bu stra me. Néu me budc phai ding
ciprofloxacin thi phai ngirng cho con bu.

ANH HUPONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC
Thuéc co thé Iam gidm kha nang 14i xe hay van hanh may méc, dic
biét khi ding chung vé&i ruegu.

TAC DYNG KHONG MONG MUON
Thuong g&p

— Tiéu héa: Budn ndn, ndn, tidu chay, dau byng.

~ Chuyén héa: Tang tam thdi néng d6 céc transaminase.

It g&p

— Toan than: Nhirc d4u, sét do thudce.

~ Méu: Téng bach cAu wa eosin, giam bach ciu lympho, gidm bach cAu
da nhén, thiéu mau, giam tiéu ciu.

~ Tim mach: Nhip tim nhanh.

— Thén kinh trung wong: Kich déng.

— Tiéu héa: Réi loan tiéu héa.

— Da: Néi ban, ngira.

~ Chuyén héa: Tang tam théi creatinin, bilirubin va phosphatase kidm
trong mau.

— Co xwong: Pau & cac khép, sung khép.

Hiém gp

— Toan théan: Phan (ng phan vé hodc dang phan vé.

~ Mau: Thiéu mau tan mau, tang bach cdu, ting tidu cAu, thay déi néng
d¢ prothrombin.

— Thén kinh trung wrong: Con co giat, IG 1An, réi loan tam than, hoang
twdng, réi loan gidc ngd, trdm cam, loan cam ngoai vi, réi loan thi giac
ké ca do giac, kém thinh, U tai, réi loan vi giéc va khiru gidc, téng ap
Iyre ndi s9.

- Tiéu hoéa: Viém dai trang mang gia.

- Da: Héi chirng da - niém mac, hdi chirng Lyell, ban d6 da thanh nét,
ban db da dang tiét dich.

- Gan: Vai tridng hop bi hoai tir t& bao gan, viém gan, vang da &r mat.

- Co: Pau co, viém gan gét va mé bao quanh.

~ Tiét nigu — sinh dyc: C6 tinh thé nigu khi nuéc tidu kidm tinh, tidu ra
mau, suy than cép, viém than k&.

— Khac: Nhay cam véi 4nh sang khi phoi ndng, phi thanh quan hoic

Hwéng dén xir tri tac dung khdng mong muén

~ Nén khuyén bénh nhan nghi ngoi va han ché tap thé duc khi c6 déu
hiéu d4u tién cla viém gan hodic dit gan (nhw dau, sung, hodc vidm
gén, yéu hodic khéng thé clr déng khép), ngung dung thudc va lién hé
véi bac sT 1am sang dé xem xét ddi sang mét thuéc khang khudn khac
fluoroquinolon.

- Néu phat ban, vang da hodc c6 ddu hiéu qua man khac xay ra trong
khi diing ciprofioxacin, nén ngwng thude ngay va tién hanh bién phap
h trg thich hop (nhu epinephrin, cc corticosteroid, duy tri théng khi,
oxy ddy du, duy tri huyét &p).

~ Nén duy tri d0 lvgng nuéc ubng vao trong subt qua trinh st dung
ciprofloxacin va tranh lam nwéc tidu qua kiém vi nguy co cé tinh thé
niéu.

— Néu nghi ng& hodc xéc dinh méc viém rugt két hodc tiéu chay do
Clostridium difficile, c6 thé cin phai ngung ciprofloxacin. Mét sé
trwong hop nhe cé thé dap (ng chi véi viéc ngung thubc. Nhing
treong hop tir viva dén nding nén dwoc didu tri bing cach bd sung
dich, chédt dién giai va protein, didu tr thubc khang khudn chéng
Clostridium difficile (nhw metronidazol dang uéng hodc vancomycin),
va danh gia phau thuét khi cé chi djnh 1am sang.

QUA LIEU VA XUF TRI
MGt trréng hop qué liéu 12 g d3 duoc bdo céo din t6i nhing tridu
chirng dgc tinh nhe. Mt truedng hop qué lidu 16 g da duoc bdo céo
dén t6i suy than cép.

Trigu chimg

Chéng mét, run, dau d4u, mét méi, co giat, o giac, It 13n, kho chiu &
buyng, suy gan, suy thén cling nhu tinh thé niéu va tiéu ra mau. D3 c6
bao céo vé& nhimg ddc tinh trén than co thé hdi phyc.

Didu tr

Nén lam rBng da day bang cach gay nén hodc rira da day. Bénh nhan
nén dugc theo d6i mt cach cén thén va duoc didu trj hd tre, bao gbm
theo ddi chirc nang than va cb thé cho ding thém cac thuéc khang
acid chira magnesi, nhém hay calci d& gidm sy hép thu ciprofloxacin,
Qua frinh hydrat héa phadi dwoc duy ti. Chi mét lwong nhod
ciprofloxacin (<10%) dwec loai khéi co thé khi thAm tach méau hay
mang buyng.

BAO QUAN: Trong bao bi kin, noi khé, trénh 4nh sang. Nhiat do khéng

qua 30°C,

HAN DUNG: 48 thang ké tir ngay san xuét,

DONG GOI : Vi 10 vién. Hop 5 vi.

Chai 100 vién. Hép 1 chai.
Chai 500 vién.
TIEU CHUAN AP DUNG: Tiéu chudn nha san xuét.

THUOC NAY CHI DUNG THEO BON CUA BAC ST

Dé xa tim tay tré em
Khéng ding thuéc qué thoi han sir dung
Boc ky hwéng din sir dung truée khi ding
Néu cén thém théng tin, xin héi y kién bac s
Théng béo cho béc si nhing téc dung khéng mong muén
gép phai khi str dung thuéc

Ngay duyét lai ndi dung toa: 04/05/2015

Nha 8X:
— __~ _Céngty TNHH LD STADA-VIET NAM
STADA S0 K63/1, Budmg Nguyén Thi Soc, Ap My Héa 2,

Xa Xuén Thél Béng, Huyén Héc Mén,
Tp. Hb Chi Minh, Vit Nam,
DT: (+84) 8 37181154-37 182141 - Fax: (+84) 8 37182140
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