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Rx — Thubc ban theo don
HUONG DAN SU’ DUNG THUOC
Vién nén bao phim SEPRATIS

THANH PHAN

M&i vién nén bao phim chia:

- Hoat chét: Ciprofloxacin (dwoi dang Ciprofloxacin hydroclorid 555,00 mg): 500,00 mg

- Té dwoc: Vira dl 1 vién nén dai bao phim (Polyvinyl Alcohol, Silicon dioxid, Avicel M101, Natri
starch glycolat, Magnesi stearat, PEG 6000, Talc, Dioxid titan, HPMC 615, Ethanol 96%,
Nwéc tinh khiét).

DUQC LUC HOC

- Ciprofloxacin Ia thuéc khang sinh ban téng hop, c6 phd khang khuan réng, thudc nhém
quinolon, con duwgc goi la cac chat (rc ché DNA girase. Do (rc ché enzym DNA girase, nén
thuéc ngdn sy sao chép cta chromosom khién cho vi khuan khéng sinh san duwoc nhanh
choéng.

- Ciprofloxacin c6 tac dung diét khuan do trc ché enzym AND gyrase cla vi khudn. Co ché tac
dung nay khac véi Penicillin, Cephalosporin, Aminoglycesid, Tetracyclin va nhw vay, cac vi
khuén dé khang véi cac khang sinh nay thuwdng nhay cam véi Ciprofloxacin.

- Thubc cé tac dung ddi véi hdu hét cac vi khudn hiéu khi Gram am, ké ca Pseudomonas va
Enterobacter d&u nhay cam véi thubce.

- Vi khu&n Gram dwong nhw cac chiing Enterococcus, Staphylococcus, Streptococcus, Listeria
monocytogenes.... kém nhay cam hon. V/

- Ciprofloxacin khéng c6 tac dung trén phan I&n cac vi khuan ky khi.

Tinh hinh khang khang sinh ciprofloxacin tai Viét Nam:

Vi khuan Ti Ié khang Ciprofloxacin g
S.aureus 32,9%

Enterococci 30%

E.coli 50,4%

Klebsiella 25,9%

P.aeruginosa 45%

Acinetobacter 66,4%

S.pneumoniae 30%

DUQ'C DONG HQC

- Ciprofioxacin hap thu nhanh va dé dang & 6ng tiéu héa. Khi cé thirc an va cac thubce ch‘éng
toan, hap thu thubc bi cham lai nhuwng khéng bi dnh huéng mét cach dang ké. Sau khi uéng,
ndng d6 t6i da cla ciprofloxacin trong mau xuét hién sau 1 - 2 gi’ v&i kha dung sinh
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- hoc tuyét déi la 70 - 80%. Vi lidu 250 mg (cho ngwdi bénh nang 70 kg), ndng d6 téi da trung
binh trong huyét thanh Ia vao khoang 1,2 mg/lit. Néng db téi da trung binh trong huyét thanh
(ng v&i cac liéu 500 mg, 750 mg, 1000 mg 1a 2,4 mgllit, 4,3 mg/lit va 5,4 mgllit.

- Nlra doi trong huyét twong la khoang 3,5 dén 4,5 gi& & ngudi bénh cé chirc nang than binh
thwong, thoi gian nay dai hon & ngwdi bénh bi suy than va & ngudi cao tudi (xem thém & phan
liéu Iwgng). Dwoc ddng hoc clia thubc khong thay déi dang ké & ngudi bénh méc bénh nhay
nhét.

- Thé tich phan bd cia ciprofloxacin rat Ién (2 - 3 lit’/kg thé trong) va do d6, loc mau hay thdm
tach mang bung chi rit di dwoc moét lweng nhé thubde. Thude dwec phan bd rong khap va coé
ndng dé cao & nhitng noi bi nhiém khuan (cac dich co thé, cac md), néi chung thubc dé ngdm
vao mé. Nong do trong mé thwéng cao hon ndng do trong huyét thanh, dac biét 1a & cac nhu
mé, co, mét va tuyén tién liét. Néng dé trong dich bach huyét va dich ngoai bao cling gan bang
néng dd trong huyét thanh. Néng dé thudc trong nwéc bot, nwdc mii, dom, dich 6 bung, da,
sun va xwong tuy cé thdp hon, nhing van & muirc d6 thich hop. Néu mang nao binh thwdng,
thi néng d6 thuéc trong dich ndo tiy chi bang 10% ndng do trong huyét twong; nhung khi
mang n&o bij viém, thi thudc ngdm qua nhiéu hon. Ciprofloxacin di qua nhau thai va bai tiét qua
sira me. Trong mét ciing c6 nong dé thubc cao.

- Khoang 40 - 50% liéu ubng dao thai dwéi dang khéng déi qua nuwérc tiéu nhd loc & cau than va
bai tiét & éng than. Hai gi dau tién sau khi uéng lidu 250 mg, ndng d ciprofloxacin trong
nuwéc tiéu cé thé dat téi trén 200 mgllit va sau 8 - 12 gi¢ la 30 mgl/lit. Cac dwong dao thai khac
la chuyén héa & gan, bai xuat qua mat, va thai qua niém mac vao trong 1dng rudt (day 1a co
ché dao thai bu trir & ngudi bénh bi suy than nang). Thuéc dwoc dao thai hét trong vong 24
gio.

CHi BINH -

- Ciprofioxacin chi dwgc chi dinh cho cac nhiém khuan nang ma cac thudc khang sinh thong
thwong khéng tac dung dé tranh phat trién cac vi khuan khang cipofloxacin: Viém dwong tiét
niéu trén va dwdi; viém tuyén tién liét; viém xwong - tdy; viém rudt vi khudn nang; nhiém khuén
naéng mac trong bénh vién (nhiém khuan huyét, ngudi bi suy gidm mién dich).

- Dy phong bénh nao mé cau va nhiém khuan & nguwdi suy gidm mién dich.

CHONG CHi PINH

- Nguoi co tién st qua man véi ciprofloxacin va cac thubc lién quan nhw acid nalidixic va cécM/
quinolon khac.

- Khéng dwoc dung ciprofloxacin cho ngwoi mang thai va théi ky cho con ba, trir khi budc phai
dung.

- Dung ddng thei véi tizanidin.

LIEU DUNG VA CACH DUNG:

Cach dang

- Ubng nguyén vién thuéc véi nwdc. Co thé ubdng thubc khong tring véi biva in. Néu ding
thuéc véi da day tréng, hoat chat dwoc hap thu nhanh hon. Vién thuéc ciprofloxacin khéng
dwoc dung véi cac sadn pham an kiéng (vi du: sira, si*a chua) hodc nwéc trai cay ting cwong
khoang (vi du: nwéc cam tang cwdng calcium).

- Trong mét sé trwdng hop ndng hodc bénh nhan khéng thé udng thudc (vi du: cac bénh nhan
dang dwgc nudi dn bang dwéng rudt), nén bat dau diéu tri bang tiém tinh mach ciprofloxacin
dén khi cé thé dung dwdng udng tré lai.

Nquoi lon:
Chi dinh Liéu hang ngay ( mg ) | Téng thoi gian diéu tri
Cac nhiém trung dwéng hé hap dudi 500 mg x 2 lan/ngay - |7 - 14 ngay

Céac nhiém trung |Viém xoang cap tinh  |500 mg x 2 lan/ngay |7 - 14 ngay
dwdng hé hap | chuyén man tinh
trén

Viém tai gilba man 500 mg x 2 lan/ngay 7 - 14 ngay
tinh mwng ma

Viém tai ngoai ac tinh | 500 mg x 3 lan/ngay 28 ngay dén 3 thang

Céc nhiém trung | Viém bang quang 250 mg x 2 lan/ngay 3 ngay
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dwéng tiét niéu

khéng bién chirng

dén 500 mg x 2
lan/ngay

& phu nir tién man kinh,
dung

500 mg liéu don duoc st

Viém bang quang bién
chirng, viém than
khéng bién chirng

500 mg x 2-3 lan/ngay

7 ngay

Viém than bién chirng

500 mg x 2 lan/ngay
dén 3 lan/ngay

it nhat 10 ngay, coé thé
tiép tuc dén hon 21 ngay
trong moét sé trwdng hop
cu thé (nhw ap-xe)

Viém tuyén tién liét

500 mg x 2 lan/ngay
dén 500 mg x 3
lan/ngay

2 - 4 tuan (cap tinh) dén
4 - 6 tuan (man tinh)

Nhiém khuén
dwéng sinh duc

Viém niéu dao va cb
tlr cung béi lau cau
khuan

500 mg dang don liéu

1 ngay (liéu don)

Bénh viém khung
xwong chau va viém
mao tinh hoan.

500 mg x 2 lan/ngay
dén 500 mg x 3
lan/ngay

it nhat 14 ngay

Nhiém khuan da

‘| day-ruét va

nhiém khuan
trong bung

Tiéu chay gay bdi
ching vi khuan gom
Shigella spp. hon la
Shigella dysenteriae
typ 1 va diéu tri duwa
trén kinh nghiém thuec
té vé tiéu chdy du
khach nang.

500 mg x 2 lan/ngay

1 ngay

Tiéu chay gay boi
Shigella dysenteriae
typ 1

500 mg x 2 lan/ngay

5 ngay

Tiéu chay gay béi
Vibrio cholerae

500 mg x 2 lan/ngay

3 ngay

Bénh thwong han

500 mg x 2 lan/ngay

7 ngay

Nhiém khuan trong
bung do vi khuan
gram am

500 mg x 2 lan/ngay

5 - 14 ngay

Nhi&m khuan da va mé mém

500 mg x 2 lan/ngay

7 - 14 ngay

Nhi&m khuén xwong va khép

500 mg x 2 lan/ngay

Ti da 3 thang

Bénh nhan gidm bach cau trung tinh cé
sét nghi nhiém khuan.

Ciprofloxacin phai dwoc dung véi cac
khang sinh khac theo hwéng dan chinh

thire.

500 mg x 2 lan/ngay

Diéu tri phai dwoc tiép
tuc suét chu ky lién tuc
clia gidm bach cau trung
tinh

Phong nglra nhiém xam nhap do
Neisseria meningitidis

500 mg dang don liéu

1 ngay (liéu don)

Phéng ngtra nhiém sau khi hit vi khuan

500 mg x 2 lan/ngay

60 ngay tir ngay xac dinh
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bénh than va diéu tri cho nhirng nguwdi co
kha nang tiép nhan diéu tri bang dwdng
ubng khi phu hop vé 1am sang.

Thubc phai dwec ding cang sém cang
tét sau khi nghi ngd hodc xac nhan da
nhiém.

nhiém Bacillus anthracis

Tré em

Chi dinh

Liéu hang ngay ( mg)

Téng thei gian diéu tri

Nhiém khuan dwong tiét niéu va viem
than bién chirng.

10 mg/kg thé trong x 2
lan/ngay dén 20 mg/kg
thé trong x 2lan/ngay
vGi tbi da 750 mg méi
liéu.

10 - 21 ngay

Phong nglra nhiém sau khi hit vi khuén
bénh than va diéu tri cho nhirng ngudi co
kha nang tiép nhan diéu tri bang dwong
udng khi pht hop vé 1am sang Phong
ngtra nhiém sau khi hit vi khuan bénh
than va diéu tri cho nhirng nguwdi co kha
nang tiép nhan diéu tri bing dwong ubng
khi phi hop vé Iam sang. Thudc phai
duwoc dung cang sém cang tét sau khi
nghi ng& hodc xac nhan da nhiém.

10 mg/kg thé trong x 2
lan/ ngay dén 15 ma/kg
thé trong x 2lan/ngay
v&i tdi da 500 mg mai
lidu.

60 ngay tlr khi xac nhan
nhiém Bacillus anthracis

Nhiém khuan nang khac

20 mg/kg thé trong x
2lan/ngay

Theo chiing loai khuan
nhiém

Bénh nhéan cao tudi (.65 tudi>

W

- Bénh nhan cao tudi I6n hon 65 tudi phai dung liéu dwoc lwa chon theo mirc d6 nhiém va do
thanh thai creatinin clia bénh nhan (Xem thém hiéu chinh liéu dung trén bénh nhan suy gan

suy than.
*Bénh nhén suy than
D6 thanh thai creatinin Creatinin trong Liéu dwérng ubng [mg]
[mL/phat/1.73 m?] huyét thanh[umol/L]
> 60 <124 Xem liéu thwéng dung
30-60 124 to 168 250-500 mg méi 12 h
<30 > 169 250-500 mg méi 24 h
Bénh nhan dang tham tach > 169 250-500 mg méi 24 h (sau thdm
mau tach mau)
Bénh nhan dang tham tach > 169 250-500 méi 24 h
mau mang bung

*O bénh nhan suy chirc ndng gan, khéng can diéu chinh lidu.
Liéu & tré em bi suy than va/hodc suy gan chwa dwoc nghién ciru.

- -

*Chay

- Diéu tri mét s6 nhiém trung (vi du: bénh viém khung xwong chau, cac nhiém trung trong bung,
cac nhiém nhiém trung & bénh nhan giam bach cau trung tinh va nhiém tring xwong va khép)
c6 thé yéu cau dung két hop véi cac khang sinh khac tly thuéc vao mam gay bénh.
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THAN TRONG

Cén than trong khi dung ciprofloxacin ddi v&i ngwdi cé tién st dong kinh hay rdi loan hé than
kinh trung wong, ngwdi bi suy chirc ndng gan hay chirc ning than, ngudi thiéu glucose 6
phosphate dehydrogenase, ngu’é’i’bi bénh nhuec co.

Dung ciprofloxacin dai ngay c6 thé lam cac vi khuan khéng nhay cdm véi thubc phat trién qua
murc. Nhét thiét phai theo déi ngwdi bénh va lam khang sinh dd thuwéng xuyén dé cé bién phap
diéu tri thich hop theo khang sinh db.

Ciprofloxacin cé thé Iam cho cac xét nghiém vi khudn Mycobacterium tuberculosis bj am tinh.
Ciprofloxacin cé thé gay hoa mét chéng mét, dau éc quay cudng, anh huwdng dén viéc didu
khién xe cd hay van hanh may mac.

Han ché dung ciprofloxacin cho tré nhé va tré dang I&n (trén thiwe nghiém, thubc cé gay thodi
héa sun & cac khép chiu trong Iwc).

TAC DUNG KHONG MONG MUON (ADR)

N6i chung Ciprofloxacin dung nap tét. Tac dung phu cla thubc chi yéu 1a 1én da day — ruét,

than kinh trung wong va da.
Thuong gép, ADR >1/100

Tiéu héa: Budn ndn, nén, ia chay, dau bung.
Chuyén héa: Tang tam thoi néng do cac transaminase.

it gap, 1/1000 < ADR < 1/100

- Toan than: Nhirc dau, sét do thude.
" Mau: Tang bach cau wa eosin, gidm bach cau lympho, gidm bach cau da nhan, thiéu mau,

gidm tiéu cu.

Tim - mach: Nhip tim nhanh.

Thén kinh trung wong: Kich déng. W
Tiéu héa: Réi loan tiéu hoa.

Da: Néi ban, ng(ra, viém tinh mach néng.

Chuyén hoa: Tang tam thoi creatinin, bilirubin va phosphatase kiém trong mau.

Co xwong: Pau & cac khép, swng khép.

Hiém gap ADR<1/1000

Toan than: Phan (rng phan vé hodc dang phan vé.

Méau: Thiéu méau tan mau, tang bach cau, tang tiéu cau, thay déi néng dé prothrombin.

Than kinh trung wong: Con co giat, G 1an, réi loan tam than, hoang twéng, mat ngd, trdm cam,
loan cdm ngoai vi, réi loan thj giac ké ca ao giac, réi loan thinh giac, U tai, rbi loan vi giac va
khtiru giac, tang ap lyc ndi so.

Tiéu héa: Viém dai trang mang gia.

Da: Hdi chirng da - niém mac, viém mach, héi chirng Lyell, ban @ da thanh nét, ban dé da
dang tiét dich.

Gan: Da cb bao cao vé mét vai trweng hop bi hoai tir t& bao gan, viém gan, vang da (» mat.
Co: Pau co, viém gan (gan gét) va mé bao quanh. Cé mét vai trwdng hop bi dit gan, dac biét
la & ngwdi cao tudi khi dung phdi hop véi corticosteroid.

Tiét niéu - sinh duc: C6 tinh thé niéu khi nwéc tiéu kiém tinh, dai ra mau, suy than cap, viém
than ké. Khac: Nhay cdm véi anh sang khi phoi ning, phu thanh quan hodc phu phéi, khé thé,
co that phé quan.

Théng béao cho Bac sy cac tac dung khéng mong muén gap phai khi ding thuéc.
TUONG TAC THUOC
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- Dung dbng thei cac thubc chdng viém khang steroid (ibuprofen, indomethacin...) sé lam tang
tac dung phu cta ciprofloxacin.

- Dung dbng thei thubc chéng toan c6 nhém va magnesi sé lam gidam ndng d trong huyét thanh
va gidm kha dung sinh hoc cua ciprofloxacin. Khéng nén udng déng théi ciprofloxacin véi cac
thuéc chéng toan, can udng thudc xa nhau (nén uéng thuéc chéng toan 2 - 4 gid trwéc khi
udng ciprofloxacin) tuy cach nay ciing khéng gidi quyét triét dé dwoc van dé.

- Do hép thu ciprofloxacin cé thé bj gidm di mét nlra néu dung déng thdi mét sb thube gay doc té
bao (cyclophosphamid, vincristin, doxorubicin, cytosin arabinosid, mitozantron).

- Néu dung dbdng thoi didanosin, thi ndng dé ciprofloxacin bi gidm di dang k&. Nén uéng
ciprofloxacin trwéc khi dung didanosin 2 gi¢ hodc sau khi dung didanosin 6 gio.

- Céac ché pham cé sat (fumarat, gluconat, sulfat) lam giam dang ké sy hap thu ciprofloxacin &
rudt. Cac ché pham cé kém anh hwéng it hon. Tranh dung déng théi ciprofloxacin véi cac ché
pham cé sét hodc kém hay udng cac thir thudc nay cang xa nhau cang tét.

- Ubng dbéng thei sucralfat sé lam gidm hap thu ciprofloxacin mét cach dang ké. Nén cho uéng
khang sinh 2 - 6 gid trwdc khi ubng sucralfat.

- Ubng ciprofloxacin déng thei véi theophylin cé thé lam tang ndng do theophylin trong huyét
thanh, gy ra cac tac dung phu ctia theophylin. Can kiém tra ndng dé theophylin trong méau, va
c6 thé giam liéu theophylin néu budc phai dung 2 loai thubc.

- Ciprofloxacin va ciclosporin ding déng thdi cé thé gay tadng nhét théi creatinin huyét thanh.
Nén kiém tra creatinin huyét méi tuan 2 |an. :

- Probenecid lam giam mirc loc cau than va giam bai tiét & éng than, do do6 lam gidm dao thai
thudc qua nwéc tiéu.

- Warfarin phéi hop véi ciprofloxacin cé thé gay ha prothrombin. Can kiém tra thwong xuyénu/
prothrombin huyét va diéu chinh liéu thuéc chéng déng mau.

PHU N(* MANG THAI VA CHO CON BU
Phu ni¥ co thai:

- Chi nén dung ciprofloxacin cho nguwdi mang thai trong nhirng treéng hep nhiém khuén nang
ma khéng cé khang sinh khac thay thé, budc phai dung téi fluoroquinolon.

Phu ni¥ cho con bu:

- Khéng dung ciprofloxacin cho nguwéi cho con bu, vi ciprofloxacin tich lai & trong siva va cé thé
dat dén ndng d6 coé thé gay tac hai cho tré. Néu me budc phai dung ciprofloxacin thi phai
ngurng cho con bu.

ANH HUONG LEN KHA NANG LAI XE HOAC VAN HANH MAY MOC

- Thubc c6 thé gay chéng mat, hoa mét vi vay can than trong khi van hanh lai xe hay van hanh
may moc.

QUA LIEU VA CACH XP LY

- Néu da ubng phai mét liéu 16n, thi cAn xem xét dé ap dung nhirng bién phap sau: gay nén, rira
da day, lgi niéu. Can theo déi ngwdi bénh can than va diéu tri hé tre' vi du nhw truyén bu dd
dich.

BAO QUAN: Noi khé thoang, tranh anh sang, nhiét dé phong (<30°C).

DONG GOI: Hop 3 vi hodc 10 vi x 10 vién nén dai bao phim.

HAN DUNG: 36 thang ké tir ngay san xuét.

-
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TIEU CHUAN: TCCS

THUOC NAY CHi DUNG THEO BON CUA BAC SV
DE XA TAM TAY CUA TRE EM
KHONG DUNG THUOC QUA HAN S(* DUNG
DOC KY HYONG DAN SU’ DUNG TRU'GC KHI DUNG

NEU CAN THEM THONG TIN XIN HOI Y KIEN CUA BAC SV \/(/
Tén va dja chi nha san xuit

CONG TY CO PHAN SPM

(7N 1651, Butmg 62, KON Tan Tao, P. Tan Tao A, Q. Binh Tan, Tp. HCM.
=P M BT (08) 37507496 - Fax: (08) 38771010

.-

Tp. HCM, ngay 29 thang 09 ndm 2014
0ng giam déc

PHO CUC TRUONG

Nuyin Vit Himg




