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Rx-Thubc bén theo don
CEFPIVOXIL 50

Cefditoren 50mg - Vién nén phén tan
Thanh phin: Mbi vién nén phdn tan Cefpivoxil 50
Cefditoren (dudi dang mudi cefditoren pivoxil)..........oooinnn :
Ta duoc: Hydroxypropy! cellulose, calei silicat, D&C red 33, Crosca
Natri, Microcrystelline Cellulose & Carboxymethylceliulose Natri, M
sucrose, Sucralose, Magnesi stearat
Chi dinh diéu tri _
Vién nén phan tan Cefpivoxil 50 (cefditoren pivoxil) dugc chi dinh trong di€u tri
nhidm khudn do cac vi khuin nhay cam gy ra: Staphylococcus sp., Streptococcus
sp., Streptococcus pneumoniae, Moraxella (Branhamella) catarrhalis, E. coli,
Citrobacter sp., Klebsiella sp., Enterobacter sp., Serratia sp., Proteus sp.,
Morganella morganii, Providencia sp., H. influenzae, Bordetella pertussis,
Peptostreptococcus sp., Bacteroides sp., Prevotella sp., va Propionibacterium
acnes nhu trong cac trudng hop: nhiém tring da (bé mat hodc sdu), mach bach
huyét, viém hach, nhidm trung da ¢6 mi man tinh, nhiém tring thi cap (do chan
thuong, bong, hodc do phgu thuét), 4p xe quanh ‘hé}l mon, viélp hong, viélp hong,
viém thanh quan, viém amygdale, viém phé quan cap, viém phoi, &p xe phoi, viém
bang quang, bé than, tai giita, viém xoang, tinh hong nhiét, ho ga.
Liéu luong, cich dung:
Lidu ding cho tré em duoc tinh theo cén néng cua tré: 3 mg cefditoren/kg can nang
x 3 lan/ngay sau khi an. Co thé tang 1&n 6mg cefditoren/kg néu can nhung khong
qua 600mg cefditoren/ngay. Tré trén 12 tudi dung dang vién nén bao film
CEFPIVOXIL
Cédch dimg: Hod vién nén phan tdn Cefpivoxil 50 trong 10mL nudc cho phdn tan
hét roi ldy thé tich hén dich twong vmg vai luong thuoc ding theo chi dinh cua bac
sy dé cho tré uong
Chéng chi dinh: \ ’
Man cam véGi cac thanh phan cuia thude
Chéng chi dinh tuong d6i: Mén cam véi cac thude kh
khac. Trong trudng hop thuc sy can thiét phai dung C
nhan can than. ]
Luu ¥ va thin trong khi dung thudc: ‘ )
efpivoxil can than trong khi diing cho nhiing bénh nhan c6 ti€n st man cam voi
en

o

ang sinh nhom cephalesporin
efpivoxil, can theo doi bénh

@)

cillins, ban than hodc gia dinh bi ching di Gng (nhu hen phé quan, phat ban,
hoac mé day); suy than nang; bénh nhén khong an dugc hoac phai truyén dinh
udng (cén theo d&i cén than nguy co thiéu hut vitamin K); ' ) )

NGi chune, thoi gian didu tri bang Cefpivoxil kéo dai & mic i thiéu nham tranh
nguy co khang thudc. Nhirng bénh nhan suy than nang can phai kéo dai diéu tri.
Rénh nhén can dugc déanh gia nguy co bi shock.
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Anh hieong 161 két qua cn lam sang: Thude c6 thé gdy duong tinh gia véi két qua

thir duong trong nucce ticu bang dung dich Benedict, Fehling va Clinitest nhung

khong gp néu dung Tes-Tape. Thutc ciing ¢6 thé gy duong tinh véi xét nghiém

Coombs truc tiep.

An toan cia cefditoren pivoxil diing cho tré sinh thiéu cén, va tré so sinh chua

duoc thiét lap.

Tuwong tic thudc va cac dang twong tic khac:

Thudc khdng acid: Dung ddng thoi voi thube khang acid chira nhom va magnesi

hydroxide 1am giam hap thu cda cefditoren sau khi an, cu thé 1a giam AUC 11% va

Cinax }4%. Mac du ‘énh huong trén,lém sang dang k& chua dugc biét nhung khéng

khuyeén céo dung dong thoi hai thu6e nay.

Thuoc khdng H>: Dung don liéu famotidine dudng tiém ddng thoi 1am giam hap thu

cua cefditoren 400mg liéu don sau khi an, thé hi€n bdi gidm AUC 22% va Cpax

27%. Hai thudc nay ciing khong l’(huyén c4o dung dong thoi mac di s anh hudng

1o rét trén 1am sang-chwa dugc biét dén

Probenecid: Cling nhu cac khang sinh f-lactam, viéc ding ddng thoi véi

probenecid 1am ting Cpax-clia cefditoren 49% va AUC 122% dong thoi kéo dai thoi

gian ban thai t6i 53%.

Tuong tdc thubc vi xét nghiém cdn ldm séng: Cephalosporins dugc biét doi khi gay

ra thr nghiém Coombs’ duong tinh. Duong tinh gia khi xét nghi€ém duong trong

nude tieu d6i khi cling xay ra.

Phu nif c¢6 thai va cho con bi:

Viéc giam carnitin & phu nit ding thude chira nhém pivoxil trong 3 thang cubi cia

thai ky da dugc bac cao, cling nhu v6i nhitng dda ¢ sinh ra bdi ngudi me ding

thudc nay. Chi ding thudc ndy cho phu nit c6 thai hodc du tinh c6 thai khi loi ich

ctia viée sir dung thude vuot qua nguy co c6 thé xay ra khi diéu tri.

Anh hwéng trén kha ning 14i xe va vin hanh may méc: Hién chua ¢ dir ligu

Téac dung khéng mong mudn khi ding thue

Tac dung phu thuong gap khi dung cefditoren pivoxil 26m rdi loan tiéu hoa

(2,08%) nhu tiéu chay, phan léng; phat ban hay nhiing biéu hién trén da (khoang

0,17%).

Ngoai ra, cac theo ddi sau khi liwu hanh thubc v6i cefdiios &

duoc ghi nhan: Shock hodc phan Gng qua man {< §

(<0,1%); hoi ching Steven-Johnson hay Lyell (#)

suy than ning hoac thiéu mau tan mau (<0,1%).

Viée dimg kéo dai thube chira nhém pivoxil ¢6 t

ha carnitine (ty 1€ chua xac dinh) ¢ tré em.
Théng bdo cho béc sy nhing tdc dung kidng

thuoc




Piac tinh dwoce lre hoc:

Ma ACT: JO1DD16 — Khéng sinh nhém Cephalosporin.

Dac tinh khang khudn: Cefditoren pivoxil duoc chuyén hoa thanh ¢

khi hip thu vao mau. Cefditoren ¢o phd khang khuan rong trén in vitr

céc vi khuan gram duong va am; dac biét ¢o tac dung tot trén vi khuan gran) duong

nhu Staphylococcus sp., Streplococcus sp., va Streplococcus preumonige; cac vi

khuin gram &m nhu E. coli, Moraxella (Branhamel’a) catarrhalis, Kle Slella sp-,

Proteus sp. va H. influenzae; vi khuan ky khi nhu Peptostreptococcus sp.,

P‘*opzombactm ium acnes, Bacteroides sp. va Prevotella sp. Cefditoren con ¢6 tac

dung voi vi khuan khang ampicillin khong sinh B-lactamase nhu Haemophilus

influenzae . .

Trén in vitro, cefditoren bén voi B-lactamases do vi khuan sinh ra va c¢6 tac dung

tdt véi cac chiing vi khuan sinh B-lactamase.

Cefditoren Grc ché su tdng hop thanh té bao do ¢6 i luc cao véi protein gin két

penicillin.

Cefditoren bén viing voi mot s B-lactamases, bao gb6m penicillinases va mot sd

cephalosporinases.

Pic tinh dugc dong hoc:

Hap thu va phdn bo Néng d6 thude trong mau va cac théng s6 dugc dong hoc ciia
efditoren liéu ubng 3mg/kg va 6mg/kg sau khi an & tré c6 chirc nang than binh

thuong phu thudc vao lifu dung. Thude hay thu tét hon khi no.

ditoren sau
bao gém

Liéu dung Conax (!J.c./mL) Tinax (hr) AUCO-@(}lg.hr/mL)
3mgrkg 1,45 2,25 7,16
6mg/kg 2,85 1,68 11,90

Nong do thuoc trong huyét tuong va mé: Cefditoren phén bo vao dom, mé hach
hanh nhan, mang nhay ciia xoang ham trén, mé da, mé tuyén vii, md tii mat, 4m
dao, c0 tr cung, tuyén mi va vét thuong sau khi nhd rang. Khong ghi nhén su phén
b cua thude vao sira.

Sw gdin két protein: Trén in vitro, ty 1& thubc gén két véi protein huyét tuong la
91.*\% & mirc ndng d6 25 meg/mL

Chuyén hod va thdi triv: Cefditoren pivoxil chuyén hoa sau khi hap thu thanh dang
¢6 hoat tinh la cefditoren va p'vahc acid. Pivalic acid tao thanh duoc lién két véi
carnitine va thai trir vdo nudc tiéu & dang plvaloyl carnitin. Cefditoren khéng
chuyén hod va dugc, thai trir chit yéu vao nudc tiéu va dich mat. Téc do thai trir vao
nude tidu sau khi udng liéu 3mg/kg va 6 mg/kg sau khi an & tré em c6 chiic ning
than binh thuong 1an luot 12 20% va 17%.

Nong do l/moc trong mau va thai trir qua nudc 1iéu & bénh nhdn suy than voi lieu
200mg sau khi an:

Tinh irang bénh (thanh | S6 bénh y Clees T2 | AUC .
thai creaninin — nhdn (gio) (mcgiml,) (wics) w
mlL/phut) (meg hrimlj
Nhe (51-70) 3 2 2,32 1,13 10,2
Trung binh (30 — 50) 4 4 2,17 2,06 16,4
Nang (< 30) Z 8 3,7 5,68 33,5
Chay thdn 1 6 4,6 5,37 50,2

Qua liéu va xir tri:
Théng tin vé qua liéu cuia cefditoren pivoxil hién chua dugc ghi nhén. Tuy nhién
cmo nhu cdc khang sinh B-lactam khéc, phan ting qua liéu bao gdm budn nén, nén,

€u chay va co gidt. Loc mau 6 thé giup loai cefdltoren ra khoi co thé. Diéu tri

ua liéu bao gdm diéu tri triéu chimg va hd tro.
Trinh bay: Hop 3 vi, Alu/Alu, vi 10 vién
Han ding: 24 thang ké tir ngdy san xuét
Bdo quan: Noi khé mat, nhiét d6 khong qua 30°C, trong bao bi kin

THUOC NAY CHI SU DUNG THEO SU KE PON CUA BAC SY.
DE XA TAM TAY TRE EM
POC KY HUONG DAN SU DUNG TRUGC KHI DUNG
CAN THEM THONG TIN, XIN HOI Y KIEN BAC SY
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San xuit tai:
CONG TY CO PHAN DUQC PHAM HA TAY
T4 dan phd sb 4, Phuong La Khé, Q. Ha Dong, Tp. Ha Noi
bt: +84-4.22143368 Fax: +84-4.33829054
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