Mau hop BOY TE
UD-24449-46 [ 453 CUC QUAN LY DUQC

002 N31N4d43D

ri

DA PHE DUYET

P

R( Thudc ban theo dan

Hop 1 vi x 10 vién nang cing Lan dau:.4.3./.3.../ Z(f’%

CEFBUTEN 200 ar

Ceftibuten 200mg
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Amvipharm L6 B14-3 4-Dudng N13-KCN Pang Nam-Cii Chi-TP HCM
Thanh phan: Bdo quan:
Ceftibuten (dudi dang Ceftibuten dihydrat). . 200mg Nai khé mat, nhiét dé dudi 30°C, tranh danh sang.
Thdaewd ot 1 vién Tiéu chuan: TCCS.
Chi dinh, Chéng chi dinh, Liéu dung-Cach ding: P4E xa tam tay tré em. : ;'
Xem t& huéng dén sir dung trong hop. Poc ki huéng din st dung truéc khi diing. Bl gyl

R( Prescription only medicine
Box of 1 blister of 10 capsules

CEFBUTEN 200

Ceftibuten 200mg
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Composition: Storage:
Ceftibuten (As Ceftibuten dihydrate) ......... 200rmg Store in a cool and dry place, below 30°C, keep away from light.
Excipientss.gif-cisicimniin e snimesinies 1 |
A . capsdie Specification: M5.
Indications, Contra-indications .
Dosage and administration: Keep outof reach of children.

See the enclosed leaflet. Carefully read the prescription before use.
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CEFBUTEN 200

THANH PHAN:

Ceftibuten (dudi dang Ceftibuten dihydrat) .. GG RS e IR

Té dugc (Natri croscarmellose, Natri glycolat :-.tarch Magnem alearat) ...vd 1 vién
DANG BAO CHE: Vién nang cling
DUQC LUC HQC
- Ceftibuten la khang sinh cephalosporin ban tng hop. thé hé 3, ¢6 tac dung di¢t khuén. Ceftibuten irc ché sy tong hop thanh té bao vi
khuén. Ceftibuten bén vimg véi enzym beta-lactamase, do vy thudc c6 tac dung déi véi nhiéu chung dé khang véi penicillin hay vai
khang sinh khac thugc nhém cephalosporin.
- Ceftibuten bén virng cao véi cac penicillinase va cephalosporinase qua trung gian plasmid, khéng bén voi mot sb cephalosporinase
qua trung gian nhiém séc thé & céc vi khuan nhu Citrobacter, Enterobacter va Bacteroides.
- Ceftibuten da dugc chimg minh in vitro va trén 1am sang c6 tac dung trén hau hét cdc dong vi khuan sau:
* Vi khuén gram duong:
Streptococcus pyogenes, Streptococcus pneumoniae (trir cac dong d& khang penicilin)
* Vi khuén gram am:
+ Haemophilus influenza (beta lactamase duong tinh va am tinh) ; ﬁ‘/ /

+ Haemophilus para-influenzae (beta lactamase duong tinh va am tinh)

+ Moraxella catarrhalis (Branhamella) (hdu hét beta lactamase dwong tinh)

+ Escherichia coli; Klebsiella spp. (bao gbm ca K. preumoniae va K. oxytoca)

+ Proteus indol duong tinh (bao gdm P. vulgaris), céc Proteus khéc nhu Providencia; P. mirabilis; Enterobacter spp. (bao gom E.
cloacae va E. aerogenes ); Salmonella spp. ;Shigella spp.

- Ceftibuten da duge chimg minh in vitro cé hoat tinh chéng lai héu hét cac dong vi khuén sau, nhung van chura xéc dinh duge hiéu le
trén ldm sang:

* Vi khuén gram dwong: Streptococeus nhém C va nhéom G.

* Vi khuén gram am: Brucella, Neiserria, Aeromonas hydrophilia, Yersinia enterocotilica, Providencia retigeri, Providencia stuartil,
va cac dong Citrobacter, Morganella va Serratia khong da tiét cephalosporinase qua trung gian nhiém séc thé.

- Ceftibuten khong ¢6 hoat tinh trén Staphylococcus, Enterococcus, Acinetobacter, Listeria, Flavobacteria va Pseudomonas spp. Thube
cho thdy c6 tac dung rét it trén hau hét cac vi khuén ky khi. bao gbm héu hét cic dong Bacteroides.

DUGC PONG HQC

- Ceftibuten dugc hdp thu nhanh chéng qua hé tiéu hoa sau khi udng, sinh kha dung dudng udng cua thude vao khoang 75-90%. Thirc
an 1am giam téc 4§ va mirc do hp thu cia ceftibuten, tuy nhién tdc dong nay chi yéu anh hudng dén sinh kha dung cua ceftibuten khi
diing dudi dang hén dich nhiéu hon, it anh hudng khi sir dung dudi dang vién nang. Sau khi udng liéu 400 mg/ldn/ngay ceftibuten dang
vién nang trong 7 ngay, ndng d6 dinh trung binh 17.9 meg/mL vao ngay thi 7.

- Thé tich phan phdi khoang 0,21 L/kg & ngudi 16m khoé manh va khoang 0,5 L/kg & tré em.

Sau khi uéng, ceftibuten phan phdi vao dich & noi bi phong, dich cudng phdi. dich tiét qua mii, nude bot. dich tiét tai gitra. djch tiét khi
quan, amidan,

- Khoang 65% thubc lién két vai protein huyét tuong.

- Thoi gian ban thai huyét twong cta thudce trung binh 2-2.4 gi¢y & ngudi 16n khoe manh véi chirc nang than binh thuong va 1,9-2,5 git
& tré em 6 thang dén 16 tudi.

- Ceftibuten hién dién trong huyét twong va trong nude tiéu chu yéu & dang cis-ceftibuten. Khoang 10% chuyén ddi thanh dang trans-
ceftibuten. Ddng phan dang trans hoat tinh thdp hon, chi vao khoang 12% so v&i ddng phan dang cis. Thoi gian béan thai huyét twong
kéo dai hon & bénh nhéan suy thén.

- Thude chi yéu duoc thai trir qua nude tiéu. Sau khi udng liéu 400 mg (nghién ctru & dan dng khoe manh), khoang 57-70% lidu ding
thai trir qua nude tiéu & dang khong ddi va khoang 7-20% duge bai tiét & dang dong phén cis.

- Ceftibuten qua dugc mang thdm phén méu

CHi PINH

- Ceftibuten duroc chi dinh diéu trj céc truomg hop nhiém khuén vira va nhe do céc vi khuan nhay cam gy ra, nhu:

- Nhiém khuan duéng hd hip: nhitng con cp tinh trong viém phé quan man tinh, viém xoang ham trén cép, viém phé quan cdp, viém
phéi do Haemophilus influenzae, Moraxella catarrhalis, hodc Streptococcus preumoniae.

- Viém tai giita cip do Haemophilus influenzae, Moraxella catarrhalis, hodc Streptococcus pyogenes.

- Viém hong, viém amidan do Streptococcus pyogenes.

- Nhiém khuén dudng tiét niéu bién chimg hay khong bién chimg, gy ra bdi Escherichia coli, Klebsiella, Proteus Mirabilis,
Enterobacter, hay Staphylococci.

CHONG CHI PINH

Ngudi bénh ¢6 tién sir dj tmg véi khéng sinh nhém cephalosporin.

NHUNG LUU Y PAC BIET VA CANH BAO KHI SU DUNG THUOC

- Thén trong sir dung ¢ bénh nhén bi di tmg véi penicillin.

- Néu trong qu4 trinh sir dung thudc, & bénh nhan xudt hién phan mg nhay cam, phai ngung thude ngay dong thoi ding nhimg bign
phép diéu trj thich hgp (nhwr epinephrine, corticosteroids, va duy tri thong khi cho bénh nhén).

- Thén trong theo ddi bénh nhan sir dung khéng sinh pho rong dai ngay. do co thé phat trién qua mirc céc ching khong nhay cam.

- Nén giam liéu diing & bénh nhan suy than.

- Chua xéc dinh duge tinh an toan va hiru hiéu & tré em dudi 6 thang tudi.
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SU DUNG CHO PHU NU' CO THAI VA CHO CON BU
Thoi ky mang thai va cho con b
Chua c6 tai lidu néi vé kha néing di qua nhau thai hay tiét vao sita me cta ceftibuten, do d6, chi sir dung khi that cin thiét
TUONG TAC THUOC
- Lidu cao thude khéng acid nhém hydroxyd/magne hydroxyd, ranitidine va liéu duy nhét tiém tinh mach theophylline: khong c6 anh
huong dang ké nao xay ra.
- Hiéu lyc cua thude it bi anh huéng bai thire an, nén vién nang ceftibuten ¢6 thé st dung dong thoi véi thire an,
TAC DUNG KHONG MONG MUON
- Ceftibuten duge dung nap tét, da s tac dung phu déu nhe va thoang qua. C6 thé gap cac trudng hop budn nén, nbn, ban do. Rét hiém
khi bi hi chimg Stevens-Johnson, ban do da dang, viém dai trang gia mac, vang da, giam huyét cu, giam bach cu.
- Céc xét nghiém bét thuong trén 1dm sang, bao gdm giam hemoglonin, giam bach ciu, ting bach ciu wa eosin, ting tiéu cdu, gia tarig
thoang qua AST (SGOT). ALT (SGPT) va LDH dugc béo céo xudt hién rat hiém.
- Tinh trang tiéu chay thudmg xay ra & tré em dudi 2 tudi (8%).
Théng béo cho Bic s7 tdc dung khéng mong muén gdp phai khi diing thuéc
HUONG DAN XU TRi TAC DUNG KHONG MONG MUON (ADR)
- Ban do: Phan (mg ngira va tréc vay, c6 thé ti hét néu ngung thude.
- Ban do da dang va hoi chimg Stevens-Johnson: Céc trig¢u chimg gom: Xuat hién dot ngdt, thuong ton ban ca & da va niém mac. Phan
trng nay ciing phdi hop vai sét, kho chiu va viém hong do lién quan t6i niém mac (hdi chimg Stevens-Johnson). Didu trj: ngimg str
dung thude, didu tri glucocorticoid va adrenalin va néu cin dé kidm ché phd hiy mé, ding céc thudc irc ché mién dich khac.
- Viém dai trang gia mac do bdi nhiém Clostridium difficile: Néu nghi ngér hosic da xac dinh viém dai trang gia mac do bdi nhiém
Clostridium difficile phai ngung sir dung Ceflibuten. Mot vai trudng hgp nhe c6 thé ty khoi khi ngimg thude. Xir 1y cac trudng hop vira
phai dén ning bang cach b nude, chdt dién giai va protein, ding khéng sinh chéng Clostridium difficile (nhu metronidazol va
vancomycin dudng uéng) va danh gia phiu thuét khi c6 chi dinh 1m sang.
TAC PONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC: khong c6.
LIEU LUQNG VA CACH DUNG: THUOC DUNG THEO SU KE DON CUA BAC SI ,
- Nguoi 16n va tré em 16n hon 12 tudi hozc trén 45 ke: ] tk/\/ /

Liéu thuemg ding 400mg x 1 lin/ngay, ding trong 10 ngay. )‘
- Tré em 6 théang dén 12 tudi hodic dudi 45 kg:

Liéu thuomg dung 9mg/kg x 1 lin/ngay, dung trong 10 ngay. Lidu t6i da 400mg/ngay. Nén udng dang bot pha hon dich dé thuan tién
cho vic chia liéu.
- Bénh nhén suy than:
+ g thanh thai creatinin 50 ml/phut, hoge nhiéu hon, c6 thé sir dung lidu théng thudng cia ceftibuten.
+ D¢ thanh thai creatinin 30-49 ml/phit, ding liéu 4,5mg/kg hogc 200mg mdi ngay.
+ Do thanh thai creatinin 5-29 ml/phut, ding liéu 2,25mg/kg hoic 100mg mdi ngay.
- Do ceftibuten qua duoe mang thdm phén mau, nén dbi véi cac bénh nhan dang thdm phin méau 2 hodc 3 ldn/tudn c6 thé dimg liu
400mg/ngay vao cudi mdi 1an tham phan.
- Bénh nhén suy gan: Liéu duing chura dirge xéc dinh..
QUA LIEU VA XU TRI
C6 thé chi dinh rira da day, thdm phan mau. Khong c6 chét giai doc dac higu. Chua xac dinh dugc tinh hiru hidu ciia viéc loai bo thude
ra khoi co thé bing tham phan phic mac
TIEU CHUAN CHAT LUQNG: TCCS
HAN DUNG: 36 thang (ké tir ngay san xut).
PIEU KIEN BAO QUAN: Noi khd mét, tranh anh sang, nhiét do duai 30°C.
TRINH BAY: Hop 1 vi x 10 vién nang cimg.

CONG TY CO PHAN DUQC PHAM AM VI (AMVIPHARM) =

L6 B14-3.4 buomg N13. KCN Béng nam. huyén Cu chi, TP.HCM, Viét Nam.

Thudc nay chi ding theo don ciia Bdc si.
Dé xa tam tay tré em.
Doc kj hwedng din sie dung trieée khi ditng.
Khéng ding qud liéu chi dinh.
Néu ciin thém théng tin, xin hoi § kién ciia Bdc si.
Khong siv dung thubc di qud han ding.
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