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Ciprofloxacin 500 mg

o Thuécnay chidung theo don thuéc.

© Docky huéng dan sitdung trudckhi dung.

o Déxatamtaytréem.

o Tohuéng dan sitdung néu tém tit cac thong tin quan trong ctia thuéc.
Néu can thém thong tin, xin héi y ki€n bac sy hoacdugcsy.

THANH PHAN CONG THUCTHUGC: M3i vién nén bao phim chfa:

Thanh phan dugc chat: Ciprofloxacin (dudi dang Ciprofloxacin hydroclorid)
500 mg
Thanh phan ta dugc: Microcrystallin cellulose PH101, Povidon K90, Magnesi
stearat, Natri starch glycolat, Colloidal silicon dioxid A200, Hydroxypropyl
methylcellulose 15cP, Hydroxypropyl methylcellulose 6¢P, Polyethylen glycol
6000, Talc, Titan dioxid, Mau Sunset yellow lake, Mau Tartrazin lake.

DANG BAO CHE: Vién nén bao phim.

Mé ta dic diém bén ngoai ctia thuéc: Vién nén bao phim mau cam, hinh
bau duc, haimat16i, canhvathanhviénlanh an.

CHIDINH:

Ciprofloxacin dugc chi dinh cho cac nhiém khudn ndng ma cac thuéc khang
sinh théng thudng khong tac dung dé tranh phat trién cac vi khudn khang
ciprofloxacin:

-Viémtuyéntiénliét.

-Viémxuong - tay.

-Viéem rudtvikhudnnang.

- Nhiém khudn ndng mac trong bénh vién (nhiém khuan huyét, ngusi bi suy
gidmmiéndich).

-Duphong bénh ndo mé cau va nhiém khudn & ngudi suy gidm mién dich.
-Nhiém khuan dudng tiét niéu phuic tap.

- Nhiém khuén duding tiét niéu khong phtic tap: Do khang sinh fluoroquinolon,
trong d6 c6 Ciprofloxacin 500 mg lién quan dén phan tng c6 hai nghiém
trong (xem phdn Canh bdo va thdn trong khi diing thuéc) va nhiém khuin
dudng tiét nieu khong phuic tap 8 mot s6 bénh nhan cé thé tu khoi, chinén
st dung Ciprofloxacin 500 mg cho nhiing bénh nhan khoéng c6 lua chon
diéutrikhacthaythé.

LIEUDUNG, CACHDUNG:

Liéudung:

Luén dung thudc dingliéulugng trong don thudc.

-Khéngstrdung cho tré em dudi 18 tudi.

-Liéudung chongudgilan:

Chi dinh Liéu diing

Nhiém khudn dudng tiét niéu phc tap [ 500 - 750 mg, 2 lan/ngay, cach
hodcviémbéthan nhau 12 gig, trong 10 - 21 ngay,
liéutdida1,5g/ngay.

Nhiém khuén dudng tiét niéu khéng phic | 250 - 500 mg x 2 1an/ngay, trong
tap 7-14ngay.

Laukhéng céd bién chiing Liéu duy nh&t 500 mg/ngay.

Viém tuyén tién liét man tinh 500 mgx2lan/ngay.

Nhiém khudn &da, mé mém, xuong 500-700mgx2lan/ngay.

Viém rudt nhiém khudn nang:

Liéu diéu tri: 500 mgx2lan/ngay.
Liéudyuphong: 500 mg/ngay.
Phong cacbénhdondomé cau Liéu duy nh&t 500 mg/ngay.

Phong nhiém khudn Gram am & ngudi | 250-500 mg x 2 1an/ngay.
bénh bj suy gidam mién dich

Nhiém khuan bénh vién nang, nhiém [ 500-750 mgx2lan/ngay.
khuan huyét, diéu tri nhiém khudn &

ngudi bi bénh suy gidam mién dich

Can phai gidm liéu & ngudi suy gidm chic nang than hay chic nang gan.
Trong trudng hgp ngudi bi suy chic ndng than, néu dung liéu thap thi
khéng can chinh liéu, néu dung liéu cao thi phai diéu chinh liéu dya vao do
thanh thai creatinin hoac néng dé creatinin trong huyét thanh.

Do thanh thai creatinin

(ml/phut/1,73 m?) Liéu diéu chinh

31 - 60 (creatinin huyét thanh:| Liéu > 750 mg x 2 lan/ngay nén gidm con
120-170 micromol/lit) 500 mgx2lan/ngay.

< 30 (creatinin huyét thanh:| Liéu > 500 mg x 2 ldn/ngay nén giam con
> 175 micromol/lit) 500 mg/ngay.

Cachdung:Dung udng.
- Nén uéng thudc 2 gid sau bita an. USng nhiéu nuéc va khéng udng thudc
chéngtoan da day trong vong 2 girsau khiudng thudc.

-V6i da s6 nhiém khuan, viéc diéu tri can tiép tuc it nhat 48 git sau khi ngudi
bénh khéng con triéu chiing. Thai gian diéu trithusngla 1-2 tuan, nhung véi
cacnhiémkhuan ning hodc cé bién chiing, c thé phai diéu tri daingay hon.
- Diéu tri ciprofloxacin cé thé can phai tiép tuc trong 4 - 6 tudn hodc lau hon
trong cac nhiém khuan xuong va khép. Tiéu chdy nhiém khuan thudng diéu
tritrong 3-7 ngay hodc cé6théngén hon.

- Trudng hop quén udng mét liéu dung: Hay uéng ngay khi nha ra. Néu thoi
gian gan vdilan duing thudc tiép theo, bo qua liéu da quén va hay dung liéu tiép
theo vao thai gian thuding 1&. Khéng dung liéu gap doi dé bu vao liéu da quén.
-Trudng hop uéng qua nhiéu vién thudc: Hay gap ngay bac sy hoac téi khoa
Héi stic- Cap ctru clia bénh vién gan nhat.

CHONG CHiBINH:

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

-Tréem dudi 18 tudi.

-Phunirmang thaiva thaiky cho con by, trirkhi bat budc phaidung.
CANHBAOVATHANTRONG KHIDUNGTHUGC:

- Cac phan ting c6 hai nghiém trong c6 kha nang khéng héi phuc va gay tan
tat,bao gém viém gan, dut gan, bénh ly than kinh ngoai bién va cac técdung
batlgitrén than kinh trung uong.

- Cackhéng sinh nhém fluoroquinolon ¢é lién quan dén céc phan tng cé hai
nghiém trong c6 khd nang gay tan tat va khéng héi phuc trén caché coquan
khéc nhau ctia co thé. Cac phan tng nay c6 thé xuat hién déng thdi trén
cting bénh nhan. Cac phan ting c6 hai thudng dugc ghinhan gém viém gan,
dut gan, dau khép, dau co, bénh ly than kinh ngoai vi va cac tac dung béat lgi
trén hé théng than kinh trung uang (3o giac, lo au, tram cdm, mat ngd, dau
dau ndng va 1d 1&n). Cac phan Ung nay c6 thé xdy ra trong vong vai gio dén
vai tuan sau khi st dung thuéc. Bénh nhan & bat ky tudi nao hodc khéng cé
yéuté nguy coton taitirtrudc déu c6 thé gdp nhimng phan iing cé haitrén.

- Ngung st dung thudc ngay khi cé dau hiéu hodc triéu chiing dau tién cta
bat ky phan (ing c6 hai nghiém trong nao. Thém vao d6, tranh st dung cac
khéang sinh nhém fluoroquinolon cho cac bénh nhan da tung gap cac phan
ung nghiémtrong lién quan dén fluoroquinolon.

- Can than trong khi dung ciprofloxacin ddi véi ngudi c6 tién sit dong kinh
hay réi loan hé than kinh trung uong, ngudi bj suy chiic nang gan hay chic
nang than, ngudi thiéu glucose-6-phosphat-dehydrogenase, ngudi bj bénh
nhugc co.

- Dung ciprofloxacin dai ngay c6 thé lam céc vi khuin khéng nhay cdm véi
thudc phét trién qua muc. Nhat thiét phai theo déi ngudi bénh valam khang
sinh d6 thusng xuyén dé cé bién phép diéu tri thich hgp theo khdng sinh d6.
- Ciprofloxacin cé thé lam cho cac xét nghiém vi khudn Mycobacterium
tuberculosisbiamtinh.

- Ciprofloxacin c6 thé gdy hoa mat chéng mét, dau éc quay cuéng, dnh huéng
dén viéc diéu khién xe hay van hanh may méc.

- Han ché dung ciprofloxacin cho tré nho va tré dang I6n (trén thuc nghiém,
thudc co gay thoai hoa sun &cackhdp chiutrong luc).

- ThuBc c6 chira mau Sunset yellow lake, mau Tartrazin lake, c6 thé gay cac
phan ingdidng.

Stdung thudc cho phu nitcé thaivacho conbu:

-Thai ky mang thai: Chinén dung ciprofloxacin cho ngudi mang thai trong
nhiing trudng hgp nhiém khuan ning ma khong cé khang sinh khéc thay
thé, budc phai dung téifluoroquinolon.

- Theoi ky cho con bu: Khong dung ciprofloxacin cho nguai cho con by, vi
ciprofloxacin tich lai & trong sifa va c6 thé dat dén néng d6 c6 thé gay tac hai
chotré. Néu me budc phéi dung ciprofloxacin thi phaingting cho con ba.
Anh huéng ctia thudclén kha nang lai xe, van hanh may méc:
Ciprofloxacin cé thé gdy hoa mat chéng mat, ddu 6c quay cuéng. Vi vay, can
than trong dung cho bénh nhan diéu khién xe hay van hanh may méc.
TUONGTAC, TUONGKY CUATHUOC:

Tuong tacchathudc:

- Dung déng thai cac thudc chéng viém khong steroid (ibuprofen, indomethacin...)
sélam tang tdc dung khéng mong muén cua ciprofloxacin.

- Dung déng thai thudc chéng toan c6 nhém va magnesi sé lam gidm nong do
trong huyét thanh va gidm kha dung sinh hoc ctia ciprofloxacin, can uéng thuéc
xa nhau (nén udng thuéc chéng toan 2 - 4 gid trudc khi uéng ciprofloxacin).

-D6 hép thu ciprofloxacin c6 thé bi gidm di mét ndia néu dung déng thai mét
56 thudc gay doc té bao (cyclophosphamid, vincristin, doxorubicin, cytosin
arabinosid, mitozantron).

- Néu dung déng thai didanosin, thi néng do ciprofloxacin bi gidm di dang
ké. Nén uéng ciprofloxacin truéc khi dung didanosin 2 gi& hodc sau khi
dungdidanosin 6 gic.

- Cac ché pham cé sat (fumarat, gluconat, sulfat) lam gidm dang ké su hap
thu ciprofloxacin &rudt. Cac ché phdm c6 kém dnh hudngithon.Tranh dung
déng thai ciprofloxacin véi cac ché phdm cé sit hodc kém hay udng cac
thuécnay cang xanhau cang tét.

-U6ng déng thai sucralfat sé lam gidm hap thu ciprofloxacin mét cach dang
ké.Nén cho uéng khang sinh 2 -6 gigtrudc khi uéng sucralfat.

- U8ng ciprofloxacin déng thai véi theophyllin cé thé lam ting néng do
theophyllin trong huyét thanh, gay ra cac tdc dung khéng mong mudn ctia
theophyllin. Can kiém tra néng dé theophyllin trong mau, va cé thé gidm
liéu theophyllin néubudc phaidung 2 loaithudc.

- Ciprofloxacin va ciclosporin dung déng thdi cé thé gay ting nhat thoi creatinin
huyét thanh. Nén kiém tra creatinin huyét méi tuan 2 an.

- Probenecid Iam gidm muic loc cau than va gidm bai tiét & 6ng than, do do
lam gidm dao thai thudc qua nudc tiéu.

-Warfarin ph&i hgp véi ciprofloxacin cé thé gay ha prothrombin. Can kiémtra
thudngxuyén prothrombin huyét va diéu chinhliéu thuécchdng déng mau.
Tuong ky ciia thuéc:

Do khéng c6 cac nghién ctu vé tinh tuong ky clia thuéc dung dudng udng,
khongtronlanthudcnay vai cacthuéckhéc.

TACDUNGKHONG MONG MUGN CUATHUGC:

Néi chung, ciprofloxacin dung nap tét. Tac dung khong mong muén clia
thuéc chtyéulalén daday - rudt, than kinh trung uong va da.

Bang tém tat cac phan img khong mong muén:

Cac co quan | Tan suat (¥) Cac phan ting khéng mong muén

Tiéuhoa Thudng gdp |Budnndn, ndn, tiéu chdy, dau bung.
ltgdp  |R&iloantiéuhda.
Hiém gdp |Viém daitrang mang gia.
Chuyénhoa | Thuong gdp |Tangtam thaindng do cac transaminase.
Itgdp Tang tam thdi creatinin, bilirubin va phosphatase
kiém trong mau.
Toanthan ftgdp  [Nhicdéu, s6tdothudc.
Hiém gdp |Phénng phanvéhodcdang phanvé.

Mau ltgdp Tang bach cau ua eosin, gidm bach cau lympho,
gidm bach ciu da nhan, thiéu mau, giam tiéu
cau.

Hiém gdp | Thi€u mau tan huyét, ting bach cau, tang tiéu
céu, thay d8inéng dé prothrombin.

Timmach ftgdp  [Nhiptimnhanh.

Than kinh ftggp  |Kichdéng.
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runguong Hiém gdp |Con co giat, I lan, réi loan tam than, hoang
tudng, mat ngu, tram cadm, loan cdm ngoai vi,
r8i loan thi giac ké ca 3o giac, réi loan thinh
gidc, U tai, réi loan vi gidc va khiu giac, tang ap
lucnodiso.

Da ltgdp Né&iban, ngta, viém tinh mach néng.

Hiémgdp |Ho6i ching da - niém mac, viém mach, hoi
ching Lyell, ban dé da thanh nét, ban dé da
dangtiétdich.

Gan Hiém gdp [Dacébdo cdo vé métvaitrudng hop bihoaitdr
té€baogan, viémgan,vangda rmat.

Coxuong It gdp Dau & cackhdp, sung khdp.

Co Hiém gdp |Pau co, viém gan (gan goét) va mé bao quanh.
C6 mot vai truong hop bi dut gan, dac biét
13 & ngudi cao tudi khi dung phéi hop véi
corticosteroid.

Tiét niéu -| Hiémgdp |[C6 tinh thé niéu khi nudc tiéu kiém tinh, tiéu

sinhduc ramau, suy than cap, viém than ké.

Khac Hiém gdp |Nhay cdm véi anh sang khi phoi néng, phu

thanh quén hoéc phu phéi, khé thd, co thét

phéquan.

(*) Tan suat tac dung khéng mong muén dugc dinh nghia nhu sau: Rat
thudng gap (ADR > 1/10), thudng g3p (1/100 < ADR < 1/10), it g3p (1/1000 <
ADR < 1/100), hiém g&p (1/10000 < ADR < 1/1000), rat hiém gép (ADR <
1/10000), khéng rd (khéng dugc udc tinh tirdirliéu c6 san).

Huéng dan cach xirtri ADR:

Dé tranh 6 tinh thé niéu, duy tri dd lugng nudc udng vao, tranh lam nudéc
ti€u qua kiém.

Né&u bi tiéu chdy ndng va kéo dai trong va sau khi diéu tri, ngudi bénh c6 thé
da biréiloan ndng &rudt (viém dai trang mang gia), can ngiing ciprofloxacin
vastrdung thudc chéng Clostridium difficile (vi du metronidazol).

Néu c6 batky dau hiéu nao vé tac dung khong mong mudn can ngiing diing
ciprofloxacin va ngudi bénh can phai dugc diéu trj tai mdt co sd y té mac du
cac tac dung khdng mong mudn nay thudng nhe va sé héi phuc khi ngiing
dung ciprofloxacin.

QUALIEUVA CACH XU TRI:

Triéu ching va biéu hién khistitdung thuéc qua liéu:

Qualiéu 12 g da dugc bao cdo gay cac triéu chiing ngd déc nhe. Qué liéu cap
tinh 16 g da dugc bao cao gay suy than cap.

Cac triéu chiing khi dung qua liéu bao gém chéng mat, run, nhic dau, mét
madi, co giat, 3o giac, nham 1an, khé chiu & bung, suy than va gan, tinh thé

niéuvatiéu mau.Doc tinh trén than cé héi phuc da dugc bao cao.

Cach xtrtrikhi dung thudc qualiéu:

Ngoai nhiing bién phap cap ctu thudng quy nhu rira da day, sau d6 dung
than hoat, can theo déi chiic ndng than, bao gém ca pH nudc tiéu va acid
héa nuéc tiéu, néu can thiét, dé phong ngura tinh thé niéu. Bénh nhan can
dugc bu nudc day da. Cac thudc khang acid c6 chira magnesi, calci ¢6 thé
lam gidm hép thu ciprofloxacin.

Chi c6 mét lugng nhé ciprofloxacin (< 10 %) dugc thai trir bang cach thdm
phan mau hodc thdm phan phicmac.

Trong trudng hop qua liéu, diéu tri triéu chimg va theo déi ECG do kha nang
kéo daikhoang QT.

PACTINHDUGCLUCHOC:

Nhém dugcly:Khéang sinh nhém fluoroquinolon.

MaATC:JOTMA02.

Ciprofloxacin la thuéc khang sinh ban téng hop, c6 phé khang khuén rong,
thudécnhém quinolon, con dugc goi la cac chat ic ché DNA gyrase. Do tc ché
enzym DNA gyrase, nén thudc ngan su sao chép clia chromosom khién cho
vi khuan khéng sinh san dugc nhanh chéng. Ciprofloxacin cé tac dung tét
véi cac vi khudn khéng lai khang sinh thudc cdc nhém khac (aminoglycosid,
cephalosporin, tetracyclin, penicillin...).

Ph&khdng khudn:

- Ciprofloxacin c6 phé khang khudn réng, bao gém phan I6n cac mam bénh
quan trong. Phan 16n cac vi khudn Gram am, ké ca Pseudomonas va Enterobacter
déu nhay cam véi thudc.

- Cacvikhudn gay bénh dudng rudt nhu Salmonella, Shigella, Yersinia va Vibrio
cholerae thudng nhay cdm cao. Tuy nhién, véi viéc sit dung ngay cang nhiéu
valam dung thudc, da c6 bao cdo vé tang ty Ié khang thuéc ctia Salmonella.

- Cécvikhudn gay bénh dudng hé hdp nhu Haemophilus va Legionella thudng
nhay cam, Mycoplasma va Chlamydia chi nhay cdm via phai véi thudc.
Neisseriathudng rat nhay cdm véi thuéc.

-Noi chung, cac vi khudn Gram duong (cac chiing Enterococcus, Staphylococcus,
Streptococcus, Listeria monocytogenes...) kém nhay cam hon. Ciprofloxacin
khéng cé tac dung trén phan 16n cac vikhudn ky khi.

-Do cochétacdung dic biét ctia thudc nén ciprofloxacin khéng cé tacdung
chéo véi cac thude khang sinh khac nhu aminoglycosid, cephalosporin,
tetracyclin, penicillin...

DACTINHDUGCDONGHOC:

- Ciprofloxacin hdp thu nhanh va dé dang & 6ng tiéu hoa. Khi c6 thiic an va cac
thudc chdng toan, hap thu thudc bi chdm lai nhung khdng bi dnh hudng mét
cach dang ké. Sau khi uéng, néng d ti da cua ciprofloxacin trong mau xust
hién sau 1 - 2 gid véi kha dung sinh hoc tuyét daila 70 - 80 %. Vi liéu 250 mg
(cho ngudi bénh nang 70 kg), ndng do téi da trung binh trong huyét thanh la
vao khoang 1,2 mg/lit. Néng dd t6i da trung binh trong huyét thanh ting véi
cacliéu’500 mg, 750 mg, 1000 mg la 2,4 mg/lit, 4,3 mg/lit va 5,4 mg/lit.

- Thai gian ban thai trong huyét tuong la khoadng 3,5 dén 4,5 gid & ngudi
bénh c6 chiic ndng than binh thuang, thai gian nay dai hon & ngudi bénh bi
suy than va & ngudi cao tudi. Dugc dong hoc ctia thudc khong thay déi dang
ké &ngudibénh mic bénh nhay nhét.

- Thé tich phan bé cua ciprofloxacin rat 16n (2 - 3 lit/kg thé trong) va do d6,
thdm phan mau hay thdm phan phic mac chi rat di dugc mét lugng nhé
thudc. Thudc dugc phan bé réng khdp va cé néng d6 cao & nhiing noi bj
nhiém khudn (céc dich co thé, cac mé), néi chung thudc dé ngdm vao mé.
Néng dé trong mé thudng cao hon néng dé trong huyét thanh, dic biétla &
cacnhumé, co, matva tuyén tién liet. Nong do trong dich bach huyét vadich
ngoai bao cling gan bang néng dé trong huyét thanh. Néng dé thuéc trong
nudc bot, nuéc mii, ddm, dich 6 bung, da, sun va xuong tuy c6 thap hon,
nhung van & muc dé thich hgp. Néu mang néo binh thudng, thi néng do
thudc trong dich néo tdy chibang 10 % néng do trong huyét tuong; nhung
khi mang néo bi viém, thi thudc ngdm qua nhiéu hon. Ciprofloxacin di qua
nhau thaiva baitiét qua sitame. Trong mat ciing c6 néng dé thudc cao.

- Khodng 40 - 50 % liéu uéng dao thai dudi dang khéng déi qua nudc tiéu
nhd loc & cau than va bai tiét & 6ng than. Hai gid dau tién sau khi udng liéu
250 mg, néng dé ciprofloxacin trong nudc tiéu c thé dat t&i trén 200 mg/lit
vasau 8 - 12 gi&r [a 30 mg/lit. Cac dudng dao thai khac la chuyén héa & gan,
bai xudt qua mat, va thai qua niém mac vao trong long rudt (day la co ché
dao thai bu trir & ngudi bénh bi suy than nang). Thuéc dugc dao thai hét
trongvong 24 gid.

QUY CACHDPONGGOI:

Hop 10vix 10vién.

Chai 100 vién.

DIEUKIEN BAO QUAN:

Bao quan &:Noikho, nhiét d6 dudi30°C, tranh anh sang.

Bao quan trong bao bi géc ctia thudc.

HAN DUNG: 48 thang ké tif ngay san xuat. Khéng ding thuéc qua han st
dungdéaghitrénnhan.

TIEU CHUAN CHAT LUGNG:TCCS.

CO SO SAN XUAT:

CONGTY COPHAN XUAT NHAP KHAU Y TEDOMESCO

Dia chi: S6 346 dudng Nguyén Hug, Phudng My Phd, Thanh phd
CaoLanh, TinhBéngThap

poMEsco Diénthoai: 1800.969.660
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