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Tai liéu thong tin cho can b y té

EFBUTEN

Ceftibuten Vién 200mg, 400mg

CO PHAN
DUOC PHAM

Khang sinh Cephalosporin thé hé 3
hiéu qua trong diéu tri nhiém khuan
déi véi cac vi khuan nhay cam
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CEFBUTEN

Ceftibuten Vién 200mg, 400mg

THANH PHAN

Ceftibuten (dudi dang Ceftibuten dihydrat) ~ 200mg, 400 mg

Td dugc (Natri croscarmellose, Natri glycolat starch, Magnesi stearat) vd 1vién

DANG BAO CHE:Vién nang cting.

DUOC LUCHOC: Ceftibuten |a khing sinh cephalosporin ban téng hop, thé hé 3, c6
tac dung diét khudn. Ceftibuten i ché sutdng hop thanh t€ bao vi khudn, Ceftibuten
bén viing vdi enzym beta-lactamase, do vay thudc cé tac dung ddi véi nhiéu ching dé
khang vdi penicillin hay vai khang sinh khac thudc nhom cephalosporin. Ceftibuten
bén ving cao vdi cac penicillinase va cephalosporinase qua trung gian plasmid,
khdng bén vdi mat sé cephalosporinase qua trung gian nhiém sac thé & cic vi khuan
nhu Citrobacter, Enterobacter va Bacteroides. Ceftibuten da dugc ching minhin vitro
vatrén|am sang 6 tac dung trén hau hét céc dong vikhuan sau:

* Vi khudn gram duong: Streptococcus pyogenes, Streptacoccus pneumoniae (trir cac
dong d€ khdng penicilin).

* Vi khudn gram dm: Haemophilus influenzae (beta lactamase duong tinh va dm
tinh). Haemophilus para-influenzae (beta lactamase duong tinh va am tinh).
Moraxella catarrhalis (Branhamella) (hdu hét la beta lactamase duang tinh).
Escherichia coli; Klebsiella sp. (bao gom K. pneumaniae va K. oxytoca). Proteus indol
duong tinh (bao gom P. vulgaris); cac Proteus khdc nhu Providencia, P. mirabilis,
Enterobacter sp (bao gom E. cloacae va E. aerogenes), Salmonella sp, Shigella sp.
Ceftibuten da dugc ching minh in vitro cd hoat tinh chdng lai hdu hét cic dong vi
khuan sau, nhung van chua xéc dinh duoc higuluctrén lam sang;

* Vi khudn gram duong: Streptococcus nhém Cva nhom 6.

* Vi khudn gram dm: Brucella, Neiserria, Aeromonas hydrophilia, Yersinia
enterocotilica, Providencia rettgeri, Providencia stuartii va cac dong Citrobacter,
Morganella va Serratia khong da tiét cephalosporinase qua trung gian nhiém sac thé,
Ceftibuten khong c6 hoat tinh trén Staphylococcus, Enteracoccus, Acinetobacter,
Listeria, Flavobacteria va Pseudomonas spp. Thudc cho thy ¢6 tc dung rdt it trén hau
hét cacvi khuan ky khi, bao gom hau hét cic dong Bacteroides.

DUGC DONG HOC: Ceftibuten dugc hip thu nhanh chong qua hé tiéu héa sau khi
udng, sinh kha dung dudng udng clia thudc vao khoang 75-90%. Thitc &n lam giam
tdc dd va mifc 4 hap thu clia ceftibuten, tuy nhién tac ding nay chi yéu anh huing
dén sinh khd dung cla ceftibuten khi ding dudi dang hén dich nhiéu han, it dnh
hudng khi sir dung dudi dang vién nang. Sau khi udng liéu 400 mg/ldn/ngay
ceftibuten dang vién nang trong 7 ngay, nong do dinh trung binh 17,9 mcg/vaan
ngay thii 7. Thé tich phin phm khoang 0,21 L/kg 6ngum I6n khoé manh va khodng
0,5 L/kg & tré em. Sau khi udng, ceftibuten phan phéi vao dich & noi bi phdng, dich
cudng phoi, dich tiét qua mi, nudc bot, dich tiét tai giita, dich tiét khi quan, amidan.
I(hoéng 65% thudc lién két vdi protein huyét tuong. Thai gian bén thai huyét tuang
cla thudc trung binh 2-2,4 gio' & ngudi Idn khoe manh véi chiic nang than binh
thudngva 1,9-2,5gi6d tréem 6thang dén 16 tudi. Ceftibuten hién dién trong huyet
tuong va trong nudc tiéu chil yéu & dang cis-ceftibuten. Khodng 10% chuyén ddi
thanh dang trans-ceftibuten. Bong phan dang trans hoat tinh thap hon, chi vao
khodng 12% so vdi ddng phan dang dis. Thai gian ban thai huyét tuang kéo dai hon &
bénh nhan suy than. Thudc chi yéu duoc thai trir qua nudc tiéu. Sau khi udng liéu 400
mg (nghlen ciu ¢ dan dng khde manh), khoang 57-70% liéu ding thai trir qua nudc
tiéu & dang khong ddi va khodng 7-20% dugc bai tiét & dang dong phan dis.
Ceftibuten qua dugc mang tham phan mau.

CHIDINH: Ceftibuten dugc chi dinh diéu tri céc trudng hap nhiém khushn vita va nhe
do céc vi khudn nhay cdm gay ra, nhu: Nhiém khuan duing hé hép: nhitng con cip
tinh trong viém phé quan man tinh, viém xoang ham trén cap, viém phé quan cip,
viém phi do Haemophilus influenzae, Moraxella catarrhalis, hodc Streptococcus
pneumoniae. Viém tai gilta cdp do Haemophilus influenzae, Moraxella catarrhalis,
hodc Streptococcus pyogenes. Viém hong, viém amidan do Streptococcus pyogenes.
Nhiém khudn dudng tiét niéu bién ching hay khing bién chiing, gay ra bai
Escherichia coli, Klebsiella, Proteus Mirabilis, Enterobacter, hay Staphylococci.
CHONG CHI DINH: Nqudi bénh c6 tién sit di ing véi khang sinh nhom
cephalosporin,

NHUNG LUU Y DACBIET VA CANH BAO KHI SU DUNG THUOC: Thén trong s
dung &bénh nhan bi di ing vdi penicilin. Néu trong qua trinh strdung thudc, & bénh
nhan xudt hién phan ng nhay cdm, phai ngung thudc ngay dang théi ding nhing
bién phap diéu tri thich hop (nhu epinephrin, corticosteroids, va duy tri thong khi
cho bénh nhén). Than trong theo di banh nhan st dung khang sinh pha rong dai
ngay, do ¢ thé phéttrién qué mic cic chiing khéng nhay cam. Nén giam liéu ding &
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bénh nhan suy than. Chua xac dinh dugc tinh an toan va hitu hiéu ¢ tré em dudi 6
thang tudi.
SU DUNG CHO PHU NU' CO THAI VA CHO CON BU: Thisi ky mang thai va cho con
bi: Chua c0 tai lieu ndi vé khd ning di qua nhau thai hay tiét vao sifa me cla
ceftibuten, do do, chisttdung khi that can thiét.
TUONG TACTHUOC: Liéu cao thudc khéng acid nham hydroxyd/ magnesi hydroxyd,
ranitidin va liéu duy nhat tiém tinh mach theophylin: khéng <6 anh hudng dang ké
nao xay ra. Hiduluc ctia thudc it bi anh hudng béi thic an, nén vién nang ceftibuten 6
thé sitdung dong thai vi thucan.
TAC DUNG KHONG MONG MUON: Ceftibuten dugc dung nap tdt, da s tac dung
phu déu nhe va thodng qua. (6 thé gap cac truting hap budn non, ndn, ban do. Rt
hiém khi bi hi chiing Stevens-Johnson, ban do da dang, viém daitrang giamac, vang
da, gidm huyét cau, gidm bach ciu. Cic bt thuéng xét nghiém trén lam sang, bao
gom giam hemoglobin, giam bach cdu, tang bach cau ua eosin, tang tiéu cau, gia
tang thoang qua AST (SGOT), ALT (SGPT) va LDH dugc bao cdo xudt hién rt hiém,
Tinhtrang tiéu chay thuting xay ra & tré em dui 2 tudi (8%). Thong bao cho Bacsitac
dungkhong mong mudn gap phai khi diing thudc,
HUGNG DAN XU TRI TAC DUNG KHONG MONG MUON (ADR)
- Ban dd: Phan dng ngia va trocvdy, cd thé twhét néu ngimg thudc. - Ban dé da dang
va hdi chiing Stevens-Johnson: Cac triéu chiing gdm: Xuat hién dgt ngét, thuong ton
ban ca dda va niém mac. Phan ting nay cing phoi hgp vdi sét, khd chiu va viém hong
do lién quan dén niém mac (hdi chiing Stevens - Johnson). Diéu tri: Ngitng st dung
thudc, diéu tri glucocorticoid va adrenalin va néu can dé kiém ché pha hiy ma, ding
céc thudc tic ché mién dich khac. - Viém dai m‘mg gid mac do béi nhiém Clostridium
difficile: Néu nghi ngd hoac da xdc dinh viém dai trang gid mac do bdi nhiém
(lostridium difficile phdi ngung st dung Ceftibuten. Mutvaltrucng hap nhe c6 the
tukhdikhi ngLrng thudc. Xirly cac truing hap vira phai dén néng bang cach b
chdt dién gidi va protein, ding khang sinh chnng Clostridium difficile (nh
metronidazol va vancomycin dutng udng) va danh gid phau thuat khi cé chim
ldmsang. 3
TACDONG CUATHUGCKHI LAIXE VA VAN HANH MAY MOC: Khéng cd. 19 ;
LIEU LUONG VA CACH DUNG: THUOC DUNGTHEO SUKE DON CUABACST.  *//
- Ngu@i Ién va tré em Idn hon 12 tudi hodc trén 45 kg: Liéu thudng ding 400 mg
lan/ngay, diing trong 10 ngay. 5
-Tré em 6 thang dén 12 tudi hoac dudi 45 kg: Liéu thu'cmg ding 9 mg/kg x 11an7ngay,
dung trong 10 ngay Liéu t6i da 400 mg/ngay. Nén udng dang bdt pha hén dich dé
thuantién choviéc chia liéu.
-Bénhnhan suy than: 524
+ D thanh thai creatinin 50 ml/phit, hodc nhiéu hon, cd the sit dung liéu
thuong cla ceftibuten. 3Ty \S
+ g thanh thdi creatinin 30-49 ml/pht, ding liéu 4,5 mg/kg hodc 200@ mdi \-
ngay. ‘ :
+ D thanh thai creatinin 5-29 ml/phit, dung liéu 2,25 mg/kg hodc 100‘(‘9&111&
ngay.
- Do ceftibuten qua dugc mang tham phan mau, nén ddi vai cac bénh nha
tham phan mau 2 hoac 3 1dn/tudn cd thé ding liéu 400 mg/ngay vao cu
thamphan.
- Bénh nhan suy gan: Liéu diing chua dugc xdc dinh.
QUALIEUVA XU TR Co thé chi dinh rita da day, tham phan mau. Khong o chit gidi
ddc dac hiéu. Chua xdc dinh dugc tinh hitu hiéu cla viéc loai b thudc ra khéi co thé
bang tham phan phicmac.
TIEU CHUAN CHAT LUGNG:TCCS.
HAN DUNG: 36 théng.
DIEU KIEN BAO QUAN: Noi khd mat, tranh anh sang, nhiét 6 dudi30°C.

TRINH BAY: Hop 1vix 10vién nang ciing.
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Thudc nay chiding theo don cda Bacsl,
Déxatamtaytréem.

Bocky hudng dan stdung trudc khiding.
Khdng diing qua liéu chi dinh.

Néu can thém thdng tin, xin hoi y kién clia Bacsi.
Khéng sttdung thudcda qua han diing.
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