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Prescription only fu0,,*,"rxArn pxAr:
Ut6i 96i ctrrla Ceipodoxim 50 mg (dang

Celpodoxim proxetil).

Tii duoc vUa di 1 g6i.

Chi dinh, ch0'ng chi ilinh, li6u luqng vA cich
ding, than kgng ya l6c d{ng khong mong
mu0h: xin xem trong td hu6ng din srr dung.

86o quin d noi kh6 mdt, nhi€t d0 khOng quil

30'C. trong bao bi kin.

od rHudc xa tAu rav rRE ru
DQc K,i HUONG oAru su oulrc rRU0c KHr

ourue.

SDK:

SLSXT Sarc' /Vo.:

NSXI Mtg. date:

HD/ Exp. date:

Sdn xu6it b6i.
c0ne rY cP TRUsT rnnrm oudc rE
36 Oai L0 Huu Nshi,
Khu COng Nghi€p Vi6t Nam-Singapore.
TX. Thuin An. Tinh Binh Duong - Vi6t Nam

C0MP0SlTl0l,l:
Each sachet contains Cefpodoxime 50 mg
(as Celpodoxime proxetil).

Excipients sq. tor 1 sachet.

lndicalions, Gonlra-indiGalions, dosage and

adminislralion, precauli0ns and adverse
reaclions: see package insert.

Stored at dry place, temperature below 30"C,

in orginal packaging.

KEEP OW OF THE REACH OF CHILDREN,

READ CAREFULLY THE PACKAGE INSERT

BEFORE USE.

Reg No.

Manufaclured by.
TRUST FARMA INTERNATIONAL JSC.

36 Huu Nghi Avenue,

Vietnam Singapore lndustrial Park,

Thuan An Tolvn, Binh Dmng Prov. - Vietnam
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Nhin goi / Label on the sachet
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Rx-ThuOc bdn theo iton

CEFPOVERA@ 50 mg
Cefpodoxim proxetil

BQt pha hdn dlch uiing

r. rtN THU6G: cEFPovERA

2. THANH PHAN: vt6i goi chria

Ho4t ch6t: Cefpodoxim (dang mu6i proxetil).... ..... 50 mg.

T6 dugc: Microcrystallin cellulose-Carboxymethyl cellulose Natri, Sucralose, Aerosil, Sucrose, Mtri

drla.

3. D4,NG BAO CHE

G6i thu6c bQt pha h5n dich udng.

4. cAc Dac riNn Dugc Lv
Nh6m duoc llf: Kh6ng sinh nh6m cephalosporin thi5 hC 3.

Md ATC: J01DD13

Dic tinh dugc lgc hgc

Cefpodoxim li kh6ng sinh ban t6ng hq,p thuQc nh6m cephalosporin thiS he thf 3. Cefpodoxim t6c

dung bing c6ch fc ch6 tdng hqp thanh t6 bao vi khuAn. Thu6c gin vdo mQt ho{c nhi6u protein gin

penicilin (PBP) (ld c6c protein tham gia vdo thdnh phAn c6u tpo mdng tti bao vi khuAn), ric chi5 bu6c

cu5i cung chuy6n h6a peptit cria qu6 trinh t6ng hgrp mang t6 bao vi khuAn, d6n A6n ric chti sinh t6ng

hqp thanh te bao.

Cefpodoxim b6n voi men beta-lactamase. Vi vdy, nhi6u chtrng kh,lng penicilin vd cephalosporin, do

ti6t beta-lactamase, c6 th€ nhay cim vcri cefpodoxim. Cefpodoxim c6 th6 bi m6t ho4t tfnh boi mQt

vdi beta-lactamase ph6 rQng.

Cefpodoxim tic dgng hAu htft tr6n c6c chting vi khu6n ch in vitro vd tr6n l6m sdng nhu:

- Cic vi khuAn Gram duong hitiu khi, gdm: Staphylococcus oureus (kO ca c6c chirng sinh

penicilinase), Staphylococcus saprophyticus, Streptococcus pneumoniae (tru c6c chring khrlng

penicilin), Streptococcus pyogenes.

- Cdc vi khuAn Gram 6m hilSu khi g6m: Escherichia coli, Klebsiella pneumoniae, Proteus mirabilis,

Haemophilus influenzoe (k€ cd cic chtng sinh beta-lactamase), Moraxella cataruhalis, Neisseria

gonorrhoeae (k€ cdcdc chring sinh penicilinase). I
V

OC khang v6i cefpodoxim chir yi5u ld qua sU thiry phdn bdi men betA-lactamase, sU thay d6i cua

! ,.protein gdn voi penicilin vir ldm gi6m tfnh th6m.

U8
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Thu6c kh6ng c6 t6c dgng ch6ng l4i c6c qr cAu khudn kh6ng isoxazolyl-penicilin do thay d6i protein

gin penicilin (ki6u kh6ng ctra tg cAu vang khang methicilin MRSA).

Cefpodoxim it titc dgng tr6n Proteus vulgaris, Enterobacter, Serratio marcesens vd Clostridium

perfringens. C6c vi khuAn ndy t16i khi da khring thu6c.

Tg cAu vdng khiing methicilin, Staphylococcus saprophyticus, Enterococcus faecalis, Pseudomonas

spp., Clostridium dfficile, Bacteroides fragilis, Listeria, Mycoplasma pneumoniae, Chlamydia vit

Le gionella pneumophfli thulng kh6ng cephalosporin.

D{c tinh dugc ilQng hgc

Hrip thu;

Cefpodoxim proxetil duqc h6p thu qua duong ti6u h6a vd duoc chuytln h6a bcri ciic esterase kh6ng

<tac hiQu trong ru6t thanh ch6t chuy€n h6a cefpodoxim c6 t6c dung. Sg h6p thu ting khi c6 mdt cria

thric [n vi gi6m khi pH da ddy th6p.

Cefpodoxim c6 dugc ttQng hgc phu thuQc vdo lidu, tuyi5n tinh trong pham vi li6u 100 - 400 mg,

kh6ng tuyi5n tinh khi li6u tr6n 400 mg.

Thu6c L<h6ng tich lty trong huyi5t tuong sau khi u6ng nhi6u li6u (t6i 400 mg cich 12 gio/ l6n) cr

nguoi c6 chric ndng thfln binh thuong.

O nguoi cao tu6i, cdc th6ng s5 dugc d6ng hgc, tru nfia tlcri huytit tucrng, ld tuong tU nhu ngudi tr6

tu6i.

Dugc dQng hqc cira cefpodoxim kh6ng bi anh huong o ngudi benh khi suy gan, nhtmg bi anh huong

khi suy thfn.

Phdn b(i:

th6 tich phdn b6 cta cefpodoxim trong khoang 0,7 - l,l5lft/ kg d ngucri l6n khoe manh c6 chric

ndng thdn binh thu<rng. Cefpodoxim phdn UO tOt vdo ciic m6 cria ph6i va heng, vdo dich mdng ph6i;

thu6c vdo dfch n6o tty r6t it ,a mQt lugng nho xu6t hiQn trong sfia; thu5c d4t n6ng <I0 <lieu tri trong

ducrng h6 hAp, ducmg niQu vd mft.

ehuvenAos:

Sau khi udng mQt liAu cefpodoxim, o ngudi l6n khoe manh c6 chric ndng th4n binh thuong, n6ng dQ

dinh trong huy6t tucrng d4t duo. c trong vdng 2 - 3 gitr vi c6 gia tri trung binh 1,4 microg am/ mL,2,3

microgam/ ml, 3,9 microgam/ ml tuong img v<ri li6u 100 mg,200 mg, 400 mg cefpodoxim.

D4ng h6n dich u6ng, vcri HAu 5 mg/ kg cho tr6 em tir 1 - 17 tu6i, n6ng dQ thui5c trong huy6t tuong

trung binh dat li 1,4;2,1;1,7;0,9 vir 0,4 microgam/ ml tuong img v6i thdi gian sau khi u6ng li 1, 2,

4,6 vd 8 gio.

Cefpodoxim li6n k6t v6i protein huy6t tucrng khoing 20 - 30% chir y5u gan voi albumin. Sg gin kOt

ndy kh6ng phr,r thuQc vdo ndng d0 thu6c trong ph4m vi 0,7 - 1,15 liV kg o ngudi l6n khoe manh c6

chfc n[ng thAn binh thudng. o^ /v
218
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Thdi trir:

Thu6c dugc thii tru qua thfn (khoan g 80% duoi d4ng thu6c kh6ng bitin tt6i trong 24 gio), ntra doi

trong huy6t thanh cira cefpodoxim khoing 2 - 3 gicr <l6i voi ngudi bQnh c6 chfc ndng thdn binh

thudng vd k6o ddi <r nguoi bQnh suy thfln trung binh vd nang (t10 thanh thdi creatinin < 50ml/ phf!.

O nguoi suy th4n nhp (itQ thanh th6i creatinin 50ml - 80 ml/ phrit) nria ddi thai tru khoing 3,5 gid.

Trong trudrng hgp suy thfn mric dQ trung binh (ctQ thanh thii creatinin 30 - 49 mll phrit) ho{c suy

giAm chric nlng th4n (d0 thanh thAi creatinin 5 - 29 mllphrit), nira dcri thai tru tuong img 5,9 gid vd

9,8 gid.

Kh6ng xtty ra bi6n itOi sinh hgc d thfln vd gan. Thu6c bi thei lo4i khoang23% li6u u6ng dQc nhAt

trong 3 gio thAm t5ch m6u.

s. QUY CACH DONG GOr

HQp 30 g6i x 3 gam

6. CHi DINH.

Ei6u tri c6c nhi6m khuAn th6 nhg iltin vta do c6c vi khuAn nh4y cim gdy ra:

- Vi6m tai gifra cdp do Streptococcus pneumoniae, Streptococcus pyogenes, Haemophilus

inJluenzae, Moraxello cataruhalis.

- NhiSm khuAn nhg vd vira d dudng h6 h6p tr6n (vi6m heng, vi6m amidan) do Streptococcus

pyogenes.

- Vi6n ph6i c6p tinh mic phii o cQng <t6ng do S. Pneumoniae ho4c .Fl in/luenzae k6 cd c6c chirng

sinh beta-lactamase.

- Dqt c6p cira vi6m ph6 qudm man do S. pneumoniae vd H. inJluenzae (kh6ng sinh beta-bactamase),

hoQc M. cataruhalis.

- Benh lQu kh6ng bi6n chimg vd lan t6a do chring Neisseria gonorrhoeae (sirith hoac kh6ng sinh

penicillinase).

- NhiSm khuAn th6 nhe d6n vira chua bitln chimg o da vA c6c t6 chric da do Staphylococcus oureus

(c6 t4o rahay kh6ng t4o ra penicilinase) ho{c c6c chring nh4y cdm cta Streptococcus pyogenes.

^- Vi6m xoang cdp tr6n do Haemophilus influenzae, Streptococcus pneumoniae vd Moraxella

catanhalis.

- NhiSm khuAn dudng ti6t niQu chua bi6n chimg (vi6m bdng quang) do Escherichia coli, Klebsiella

pneumoniae, Proteus mirabilis,ho(c Staphylococcus saprophyticus. . /b,/

7. rrEU LUqNG vA cAcH stl DUNG \V

Crich dtne: Pha lo6ng g6i bQt vcyi nu6c trudc khi u6ng. Lic k! tru6c khi dtng. NOn u6ng thu6c

ngay sau bta dn.

Crlch pha thu5c: Cho bQt thu6c vdo ly, thCm t6i thi6u khoAng 3 ml nu6c s6i dr5 nguQi, lic ho{c

,'

-4:: 5

Y/c
c
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khuAy dAu cho ph6n tan htit.
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Cr{c nhi6m khuin T6ng [du/ ngiy Li6u duy tri T6ng thoi gian di6u td
Vi6m hqng valhodc vi6m

amidan
200 mgl ngiry

100 mg m6i tZ giol 1

,l
lan.

5 - 10 ngdy

Dqt cAp cria vi6m phi5 quin

man hodc vi6m ph6i cQng

-loong

400 mg/ ngdy
200 mg m6i tZ gio/ I
,l
lan.

l4 ngdy

Bgnh lfu chua bi6n chimg o

nam, nir
200 mgl ngiry

li6u duy nhatZ00 mgl

I lAr/ ngay.

Nhi6m khuAn th6 nhg d6n

vira chua bi6n chimg o da

vd c6c t6 chric da

800 mg/ ngdy
u6ng 400 mg m5i tZ

gic/ I ldn.
7 - 14 ngiry

i^
vlem xoang cap ren 400 mg/ ngdy

200 mg m6i tZ gio/ I
.:.
lan.

10 ngdy

Nhi6m khuAn ducrng ti6t

ni6u chua bitln chring
200 mg/ ngdy

100 mg m6i tz gio/ 1

hn.
7 ngiry

Lidu dtne:

- Ngudi l6n vd tri em tit 12 tu6i trf bn:

- Trd em tir 2 thting iftn t2 tuili:

- BQnh nhiln suy chirc ndng thQn

Benh nhdn suy thAn (dq thanh th6i creatinin < 30ml/ phrit) vd kh6ng thAm t6ch

thudng ding nhmg kho6ng c6ch gita cric li6u tdng l6n d€n24 gio/ ldn.

BQnh nhAn dang thAm t6ch m6u, u6ng li6u thunng dung 3 tAn/ tuAn.

\
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u6ng li6u

Cr[c nhi6m khuAn T6ng [du/ ngiy Li6u duy tri Tiing thni gian ilidu tri

Vi6m tai giira c6p
l0 mg/ kg/ ngdy

ltOi Aa 400 mg)

5 mglkg, m6i 12 giiil

1 lan. @ieu t6i da

200 mgl 1 lAn)

5 ngdy

l0 mg/ kg/ ngdy

(tOi aa 200 mg)

5 mglkg, m6i 12 gitil

I lAn. @iCu tOi da

100 mg/ I lan).

5 - 10 ngdy

Vi6m xoang cAp tr6n
l0 mg/ kg/ ngdy

ltOi Aa 400 mg)

5 mglkg, m6i 12 gidl

1 lAn. @i6u t6i da

200 mgl I lAn).

10 ngdy

m6P,

V

4t8

Vi6m heng, vi€m amidan
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(140 - x can ndng
Clr, (nam) :

N, d6 creatinin trong thanh (mg/ 100 ml) x72

Cl., (nt): 0,85 x Cl., (nam)

- BQnh nhhnxogan

Dugc dQng hgc cefpodoxim d benh nhdn xo gan (c6 hodc kh6ng c6 cO tru6ng) tucrng tu nhu o

nhtng ngudi khoe m4nh. I(h6ng c6n phdi chinh li6u o nhirng nh6m d6i tuong ndy.

8. CHONG cHi EINH

Bdnh nhdn c6 ti6n str qu6 m6n v6i c6c khiing sinh thuQc nh6m cephalosporin ho{c r6i lo4n chuy6n

h6a porphyrin

9. CAC TRTIONG HgP THAN TRQNG KHI DUNG THU6C

- ThAn trgng khi dtng thu6c tr6n bQnh nhAn c6 ti6n sri di rmg vdi v6i cephalosporin, penicilin hodc

thu6c khric. Kh6ng dtng chung vdi b6t k) thu6c ndo khiic c6 chria cefpodoxim.

- Dung cefpodoxim ddi ngdy c6 th6 ldm phdt tri6n qu6 mfc cdc vi khuAn kh6ng nhay cAm (dac biQt

Clostridium dfficile) vd n6m (Candida).

- Vdi benh nhan suy thfn n{ng, cdn phAi ginm li6u cefpodoxim phg thuQc vdo <lQ thanh thai

creatinin.

- ThAn trgng khi dung thu6c d benh nhdn c6 ti6n sri bQnh ducrng tiOu h6a, d{c bipt ln vi6m <t4i trdng.

Nhu v6i tdt cit c6c kh6ng sinh beta-lactam, giim b4ch ciu trung tinh vd hitfm khi xily ratlng b4ch

cAu h4t c6 th6 phrit tri6n, dac biet trong didu tri k6o ddi. C6c trucrng hgrp dtng thu6c k6o dii tr6n

l0 ngdy, n6n theo d6i huyi5t thanh vd ngrmg dirng thu6c ni5u ph6t hiQn gi6m b4ch cAu trung tinh.

- Cephalosporin c6 th6 duqc h6p thu l6n bC mat cira mdng tti bao h6ng cAu vd phan img v6i c6c

kh6ng th6 ch6ng l4i thu6c. Di6u niy gdy tht nghiQm Coomb du<rng tinh vd hi6m bi thi6u m6u tan

huy6t. Phan tmg ch6o c6 th6 xiy ra v<ri penicillin.

- SU thay d6i chr?c ndng thfln tld dugc quan srit th6y v6i c6c khang sinh cirng nh6m cephalosporin,

d{c biqt khi dtng <l6ng thoi v6i c6c thu6c c6 khi nang dQc thfln nhu aminoglycosides val ho{c

thudc lqi ti6u manh. Trong nhirng truong hqp nhu vdy, n6n theo d6i chr?c ndng thQn.

- Thdn trong vcyi t6 duoc sucrose: Do trong thdnh phAn thu6c c6 chria sucrose. Vi vfy, n6u dung

thu6c trong 2 tuAn ho{c hon c6 th€ g6y sAu rdng. I(hdng n6n dtng thu6c cho ngucri c6 c6 ciic vAn

il6 vC di truyAn nhu: Kh6ng dung ngp fructose, k6m h6p thu glucose - galactose hodc thii5u hut

sucrase - isomaltase. 
/&/
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sr/ ngNc rRoNG THoI rV ma.Nc rHAI va NuOt coN gu

Phu nfr c6 thai:

Cefpodoxim proxetil kh6ng g6y qu6i thai ctng kh6ng g6y dQc cho phdi thai khi tht nghiQm tr6n

chu6t dang sinh sAn o li6u 100 mgl kglngny (g6p 2 lAn so v6i liOu cta nguoi tr6n co so mg/ m2)

ho{c o tho <v lidu 30 mg/ kg/ ngdy (1 - 2 lan so v6i liOu cira ngudi dga tr6n mg/ m2).

Tuy nhi6n, kh6ng c6 nhirng nghiCn cuu <tiy dri vd c6 kiiSm so6t vd vi6c sr? dgng cefpodoxim

proxetil cho ngudi mang thai ho{c khi sinh de. Vi v6y, n6n chi sir dpng thu6c niy trong thdi k}

mang thai n6u thft str cAn thi6t.

Thli ki cho con br[:

Cefpodoxim tluqc bdi ti6t trong sira mg. Trong nghiOn cfu o 3 phU nfr dang cho con bf, n6ng dQ

cefpodoxim trong sira m9 ld }yo,20 vd 6%o rti kdm voi n6ng dQ cria huyi5t thanh o 4 gio sau khi

u6ng 200 mg cefpodoxim proxetil. Sau khi dung thu6c 6 gid, n6ng rIQ thu6c trong huy6t thanh le

joh,9oA vd l6Yo.

Vi thu6c c6 th6 gdy phAn img nghiCm trong cho tr6 nho bti m9, do vpy kh6ng n6n dung thu6c

trong thdi gian cho tr6 bri holc n6n ngimg cho tr6 bf khi dang <ti6u tr! voi cefpodoxim.

rAc ogNG cuA rHUOc KHr LAr xE vA vAN HANH vrAy Moc
NCn thfn trong khi dtrng thu6c cho nguoi l6i xe ho{c vdn hanh m6y m6c vi thu6c c6 th6 gdy

ch6ng mdt, dau dAu.

IO. TTIONG TAC c0a. THUoC VOI CAC THUOC xTTAc vA CAC LoAI TTIONG TAC

KHAC

- V6i ciic xdt nghiQm: Gdy phan img duong tinh gid v6i glucose trong nu6c ti6u c6 thii xiy ra vdi

c6c dung dich Benedict's ho{c Fehling's ho4c v6i ddng sulfat. Nhmg kh6ng xtry ra vdi c6c x6t

nghiQm ctra enzym glucose oxidase.

- Nguoi bqnh khdng nOn dtng thu6c niy khi co cic vAn dO ve di truyen nhu: Kh6ng dung n4p

galactose, kh6ng dung n4p fructose, thi6u hUt Lactase Lapp, sU h6p thu k6m glucose-galactose

hoac thii5u hpt sucrase-isomaltase.

- Cic ch6t khting Histamine Hz vd c6c chAt kh6ng acid: Lim giim sinh khi dpng cira cefpodoxim.

Do d6, n€n u5ng cic thu5c ndy sau 2 - 3 gid sau khi dtng cefpodoxim.

- Probenecid ldm gi6m thii tru cria cephalosporin. Cephalosporin c6 th6 ldm gi6m tilc dgng ngtra

thai cua estrogen. /
- Hoat luc cria cefpodoxim c6 th6 t5ng khi dtng tl6ng thcri voi c6c ch6t acid uric niQu. /' u/
- Cefpodoxim c6 th6 lam gi6m ho4t luc cira vic xin thucrng hdn s6ng. Y

- Cdcthudc kh6ng d6ng dunng u6rg' Dtng d6ng thoi vdi cefpodoxim v6i warfarin c6 th6 ldm tdng

t6c dung ch6ng <16ng. Khuyi5n c6o n6n du-o. c theo d6i INR thuong xuy6n trong vd ngay sau khi

dung d6ng thdi dtng cefpodoxim vcvi thu6c khang d6ng duong u6ng.

6t8
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u. TAc DUNG rn0Nc MoNG MUoN

Cefpodoxim c6 tfuc dUng phU tuong tg nhu c6c cephalosporin duong u6ng kh6c. Thu6c dung n4p

t6t vd cfuc tdc dgng phg qua nhanh vi tir nhg dtin vria trong mQt si5 truong hgp. Trlc dgng phg t16i

voi trd dtng thu6c tuong tg nhu nguoi l6n, bao g6m c6c t6c dgng til nhg iltin vtra tr6n dudng ti6u

h6a vd trdn da.

Thuong gfip, ADR> l/100

Ti6u h6a: Bu6n n6n, n6n, ti6u chiy, dau bung, vi6m tt4i trang mang gi6.

HC than kinh trung uong: Dau dAu

Da: Ph6t ban, n6i mdy day, ngtia.

NiQu - sinh duc: Nhi6m nAm am d4o.

it gqp, 1/1000 < ADR < t/100

Phan tmg di ung: Phan tmg nhu bQnh huyiSt thanh vcri ph6t ban, s6t, dau khdp vi phan tmg phan

vQ.

Da: Ban i16 tla dang.

Gan: R6i loan enzym gan, vi6m gan vi vang da rl mft tAm thdi.

Hiilm g\p, ADR < t/1000

M6u: Tdng b4ch cAu ua eosin, r6i lo4n vA m6u.

Than: Vi6m thAn ke c6 h6i phUc

Than kinh trung uong: Ting hoat d6ng, bi kich dQng, kh6 ngri, lt 6n, tdng truong lgc vi ch6ng

m{t hoa m6t.

12. euA LrEU vA cAcH xrl rRi
TriQu chrfrng: Phen l6n thu6c chi gdy n6n, bu6n n6n, dau vung thugng v! vd ti6u ch6y.

Xfr trf: Kh6ng c6 thu6c gidi dQc d{c hiQu, trudng hgp qu6 li6u n6n ti6n hnnh rua d4 dny dC lopi

phdn thu6c chua h6p thu ra kh6i co th6.

Tharn phdn m6u hay thAm phdn phric m4c c6 th6 g6p phin ldm giim ndng dQ cefpodoxim, d{c

biQt trong trucrng hqp c6 t6n thuong chric ndng thfln. Tuy nhi6n, chir y6u viQc tli0u tr! qu6 li€u ld

h5 trg ho4c gi6i quyi5t triQu chimg.

13. cAc DAU HrEU LUU f vl KHUYEN cAo
D7c kj hmimg ddn s,h dlrng trudc khi dilng

Dd xa tdm tuy tri em.

Thilng btio ngay cho bttc sf hoqc drqc sj nhtrng tdc dqrng khilng mong mu6n grtp phdi khi st?

dltng thu6c.

14. DrEU KrEN BAO QUAN

Noi kh6 mAt, nhiet d0 kh6ng qu6 30oC, trong bao bi kin
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15. HAN DUNG

24 thimg, kti tir ngdy sdn xu6t

16. rtN, DIA cHi c0a co sO sAn xuAr
COng ty c6 phAn Trust Farma Qu6c T6

SO 36, Dai l0 Hiru Nghi, Khu C6ng NghiQp ViQt Nam-Singapore - Phucrng Binh Hda - Thi x5

ThuQn An - Tinh Binh Duong.

17. NGAY xEM xET SUA D6I, CAP NHAT LAI NQI DUNG HTIONG DAN SU DUNG

THUOC.
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t
THONG TIN CHO BENH NHAN

t. rpN tnu6c: cEFPovERAo 50 mg

z. cAC rcruYEN cAo

Thu6c bdn theo tton

D7c kj hudmg ddn sft dttng trwdc khi dilng

Dd xa tdm tay trd em

Thilng bdo ngay cho bdc sj hofic dwqc sj nhtrng tdc dqtng khilng mong mu6n ggp

ph,fii khi sfr dltng thuilc.

3. THANH PHAN, HAM LI.IONG CUA THUOC

Hoqt chdt: Cefpodoxim (dang mu6i proxetil).......... 50 mg

Td duqc: Microcrystallin cellulose-Carboxymethyl cellulose Natri, Sucralose, Aerosil,

Sucrose, Mfii dria.

4. MO TA SAN PHAM

G6i thu6c bQt pha hdn dich u6ng.

5. QUY CACU EONG GOr

HQp 30 g6i, g6i 3 g. G6i gi6y At/Al.

6. THUoC DUNG CHO BENH Gi?

Ei6u tri c6c nhi6m khuAn th6 nhq d6n vira do ciic vi k*ruAn nh4y cim gdy ra:

- Vi6m tai gita c6p do Streptococcus pneumoniae, Streptococcus pyogenes, Haemophilus

inJluenzae, Moraxella catarrhalis.

- Nhi6m khudn nhg vd vtra d ducmg h6 hAp trOn (vi6m heng, viOm amidan) do Streptococcus

pyogenes.

- Vi6n ph6i c6p tinh m6c phti o cQng ddng do S. Pneumoniae hoic H. in/luenzae ki5 cd c6c

chtrng sinh beta-lactamase.

- Dqt c6p cira vi6m ph6 qudn m4n do S. pneumoniae vd H. influenzae (kh6ng sinh beta-

bactamase), hodc M. catarrhalis.

- Benh lfu khdng bi6n chimg vd lan toa do chring Neisseria gonorrhoeae (sinh ho{c kh6ng

sinh penicillinase).

- NhiSm khudn th6 nhp di5n wa chua bii5n chimg d da vd c6c t6 chirc da do Staphylococcus

oureus (c6 t4o ra hay kh6ng t4o ra penicilinase) ho{c c6c chtrng nh4y cim cta

Streptococcus pyo genes.

- Vi6m xoang cAp tr6n do Haemophilus in/luenzae, Streptococcus pneumoniae vd Moraxella

catarrhalis.
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- NhiSm khu6n itu&ng ti6t niQu chua bitin chimg (vi6m bang quang) do Escherichia coli,

Klebsiella pneumoniae, Proteus mirabilis,hoic Staphylococcus saprophyticus.

7. NEN DLTNG THUOC NAY NHU THE NAO VA LIEU LIJQNG

Cdch dtrne: Pha lodng g6i bQt vcvi nu6c tru6c khi u6ng. Llcky tru6c khi dtng. N6n u6ng

thu6c ngay sau bfra 6n.

C6ch nha thuSc: Cho bQt thu6c vdo ly, th6m t6i thi6u khoang 3 ml nu6c s6i dO nguQi, l8c

ho4c khuAy d6u cho phdn t6n h6t.

Li6u dtne:

Ngrdi ltim vd tri em tb 12 tuili tr6l€n:

Cic nhi6m khu6n T6ng liiiu/ ngiy Liiu duy tri T6ng thci gian tli6u tri
Vi6m hong valhoic vi€m

amidan
200 mg/ ngiry

100 mg m6i 12 gid/ I
.).
lan.

5 - l0 ngdy

Eqt cAp cta vi6m ph6

quin mAn ho[c vi6m

ph6i cQng ddng

400 mg/ ngdy
200 mg m5i tZ giOl t
.).
lan.

14 ngdy

BQnh lflu chua bitin

chirng o nam, nft
200mglngiry

li6u duy nndt ZOO mgl

I lAr/ ngny.

Nhi6m khuAn th6 nhe tltin

vtra chua bitin chftng 0

da vd c6c td chirc da

800 mg/ ngdy
uiing 400 mg m5i t2

gio/ I lAn.
7 - 14 ngiry.

Vi6m xoang c6p tr6n 400 mg/ ngiy
200 mg m6i 12 gid/ I
rl
lan.

l0 ngdy

Nhi6m khudn cluong ti6t

ni6u chua bi6n chrmg
200 mg/ ngdy

100 mg m6i 12 gid/ I
rl
tan.

7 ngiry

Trd em tb 2 thrtng itln 12 tuili:

(
!

Cr[c nhi6m khu6n T6ng li6u/ ngiy Li6u duy tri TSng thdi gian iti6u tri

l0 mg/ kg/ ngdy

ltOi aa 400 mg)

5 mg/ kg, m5i tz giol t

lAn. @i6u t6i da 200

mg/ I lAn)

5 ngiyVi6m tai gita c6p

l0 mg/ kg/ ngdy

(t6i da 200 mg)

5 mgi kg, m6i tz giOl t

l6n. (Li6u t6i da 100

mg/ I lAn).

5 - 10 ngdy
Vi6m heng,

amidan

vlem

10 ngdyVi6m xoang c6p tr6n
l0 mg/ kg/ ngdy

ltOi aa 400 mg)

5 mg/ kg, m6i 12 gioi I

lAn. (Li€u t6i da 200

mg/ I lAn).
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Bgnh nhhn suy chftc ndng thQn

Benh nhen suy th6n (d0 thanh th6i creatinin < 30ml/ phrit) vd kh6ng thAm tach m6u, udng

li6u thudng dtng nhtmg khoang c6ch giira cric HAu tdng l6n d6n24 gic/ l6n.

BCnh nhan dang thAm t6ch m6u, u6ng li6u thudng dung 3 tan/ tuan.

Cl", (nam):
(140 - ) x cin n{ng

dQ creatinin trong thanh (mg/ 100 ml) x 72

Cl". (nfr): 0,85 x Cl", (nam)

BQnh nhdn xo gan

Du-o. c dQng hqc Cefoodoxim o bQnh nh6n xo gan (c6 ho{c kh6ng c6 c6 truong) tuong tU

nhu <v nhimg nguoi khoe mAnh. Kh6ng cAn ph6i chinh li6u o nhtng nh6m dtii tuqng niy.

8. KHI NAO TTToNC NEN DI.ING THU6C NAY

BQnh nhdn c6 tiOn sir qu6 min v6i c6c khring sinh thuQc nh6m cephalosporin ho4c r6i lo4n

chuy6n h6a porphyrin.

e. rAc DUNG KHONG MoNG MUON

Cefpodoxim co thc dpng phq tucrng tg nhu c6c cephalosporin duong u6ng kh6c. Thu6c

dung n4p tdt vd cfuc tic dgng phg qua nhanh vd tir nhg dl5n vta trong mQt s6 truong hgp.

T6c dgng php tt6i voi tr6 dtrng thu6c tuong tg nhu nguoi l6n, bao g6m cric t6c dpng tir nhg

dtin vtra tr6n dudng ti6u h6a vd tr6n da.

Thuong gfip, ADR> l/100

Ti6u h6a: Budn n6n, n6n, ti6u chAy, dau bung, vi6m tl4i trang mang gii.

HC than kinh trung uong: Eau dAu

Da: Ph6t ban, n6i mdy day, ngria.

Ni6u - sinh duc: Nhi6m nA- am dao.

i, gdp, t/1000 < ADR < l/100

Phin img df tmg: Phin img nhu bQnh huy6t thanh vcri ph6t ban, s6t, dau khcrp vd phan img

phan vQ.

Da: Ban d6 da dang.

Gan: Rdi lo4n enzym gan, vi6m gan vi vang da ri m4t t4m thoi.

Hiiim gfip, ADR < I/1000

Mdu:Tdngbach cAu ua eosin, r6i lo4n vd m6u.

Thdn: Vi€m thAn ke c6 h6i phpc

Thdn kinh trung uong: Tdng ho4t dQng, bi kich dQng, kh6 ngtr, lt l6n, tdng trucrng luc vir

ch6ng mit hoa mit.
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IO. NEN TRANH DLING NHING THUOC HOAC THIJ. C PHAM Ci TM DANG STI

DI,TNG ruu6c NAy

V6i c6c x6t nghiQm: GAy phan ung duong tinh gi6 v6i glucose trong nu6c ti6u c6 th6 xiy
ra voi c6c dung dich Benedict's ho{c Fehling's hodc v6i tl6ng sulfat. Nhtmg kh6ng xdy ra

vdi c6c x6t nghiCm cta enzym glucose oxidase.

Nguoi bQnh kh6ng n6n dtng thu6c ndy khi c6 ciic v6n AC ve di truyen nhu: Kh6ng dung

nap galactose, kh6ng dung nap fructose, thi6u hqt Lactase Lapp, sg h6p thu k6m glucose-

galactose ho[c thi6u hut sucrase-isomaltase.

Cric ch6t khring Histamine H2 vd cfuc chdt kh6ng acid: Ldm giAm sinh khi dung cria

cefpodoxim. Do d6, n6n u6ng cric thu6c ndy sau 2 - 3 gitr sau khi dtrng cefpodoxim.

Probenecid ldm gi6m thai tru cta cephalosporin. Cephalosporin c6 the hm gi6m t6c dung

ngria thai cta estrogen.

Ho4t lEc cta cefpodoxim c6 th0 tang khi dung d6ng thoi voi c6c ch6t acid uric niQu.

Cefpodoxim c6 th6 ldm gi6m ho4t lgc cria vic xin thucrng han sdng.

Cdc thu6c kh6ng tt6ng ttudng u5ng: Dtng il6ng thoi vcri cefpodoxim v6i warfarin c6 th6

ldm tdng t6c dpng ch6ng d6ng. Khuy6n c6o nOn dugc theo d6i INR thudng xuy6n trong vd

ngay sau khi dung d6ng thoi dtrng cefpodoxim voi thu6c khring d6ng dudng u6ng.

11. cAN LAM Ci rm MoT LAN QUEN Dr.rNG THUoC

Niiu b4n qu6n dtng mQt liOu thu6c, hdy dung cang som cang t6t. Tuy nhi6n, ni5u gAn v6i

li6u kO titip, hdy bo qua li6u <ta qu6n vd dung li6u tti ti6p vdo thrvi di6m nhu kti ho4ch.

Kh6ng dtrng g6p d6i li6u d6 quy dinh.

12. CAN BAO QUAN THU6C NAY NHU THE NAO

Noi kh6 m6t, nhiet dQ khdng qu6 30"C, trong bao bi kin.

13. NHCNG DAU HIEU VA TRIEU CHLNG KHI DUNG THU6C QUA LIEU

PhAn lon thu6c chi g6y n6n, budn ndn, dau vung thugng vi vi ti6u chiy.

14. CAN pHAr LAM Ci rm DUNG THU6C QUA LrEU KHUYEN CAO

Xu tri: Kh6ng c6 thu6c gi6i dQc d{c hiQu, trudng hqrp qu6li6u n6n ti6n hdnh rua d4 dey dC

loai ph6n thu6c chua h6p thu ra khoi c<v th6.

ThAm phdn m6u hay thAm ph6n phric mpc c6 th6 g6p pnan nm giim n6ng dQ cefpodoxim,

dac biet trong tru<rng hqp c6 t6n thuong chric n6ng thQn. Tuy nhi6n, chir y6u viQc di6u tr!

qu6li6u ld h6 trq ho{c gi6i quy6t triQu chimg.

15. NHCNG DIEU CAN THAN TRQNG KHI DUNG THU6C NAY

Th4n trgng kai dirng thu6c tr6n bQnh nhdn c6 ti6n sri di ung v6i v6i cephalosporin,

penicilin ho{c thu6c kh5c. Kh6ng dtng chung voi b6t k} thu6c ndo kh6c c6 chria

cefpodoxim V
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Dtrng cefpodoxim ddi ngdy c6 th6 ldm ph5t triiSn qud mirc ciic vi khuAn kh6ng nh4y cdm

(dic biqt Clostridium dfficile) vd n6m (Candida).

Vdi benh nhAn suy thfn n{ng, cdn ph6i gi6m [Au cefpodoxim php thuQc vdo rIQ thanh thai

creatinin.

ThQn trqng khi dung thu6c d benh nhAn c6 ti6n str bQnh ducrng ti6u h6a, ddc biQt ld vi6m

d4i tring.

Nhu v6i tit ctt crlc khiing sinh beta-lactam, gidm b4ch cAu trung tinh vd hitim khi xiy ra
ting b4ch cAu h4t c6 th6 ph6t tri6n, i14c biQt trong didu tri k6o ddi. C6c trudng hqp dtng

thu6c k6o ddi tr6n 10 ngey, n6n theo d6i huytit thanh vd ngtmg dtng thu6c n6u ph6t hiQn

gi6m b4ch cAu trung tinh.

Cephalosporin c6 thri dugc h6p thu l€n bO m{t ctra mang tii bao h6ng cAu vd phin img voi

c6c khiing th6 ch6ng lai thu6c. Di6u ndy g6y tht nghiQm Coomb ducrng tinh vd hiiim bi

thi6u m6u tan huyiSt. Ph6n img ch6o c6 th6 xny ra vdi penicillin.

Sg thay dOi ctrtc ndng th4n dd duo. c quan s6t th6y voi c6c khring sinh ctng nh6m

cephalosporin, d{c biQt khi dung il6ng th<ri v6i cric thu6c c6 khd ndng <IQc th4n nhu

aminoglycosides val hodc thu6c lqi tiCu manh. Trong nhirng trucrng hqp nhu vfy, n6n theo

d6i chtic ndng th4n.

Thdn trong v6i t6 duoc sucrose: Do trong thanh phAn thu6c c6 chria sucrose. Vi v4y, n6u

dtng thu6c trong2 tuAn ho{c hon c6 thO gdy sdu ring. Kh6ng n6n dtng thu6c cho ngudi

c6 c6 c6c v6n dC vA di truyCn nhu: Kh6ng dung n4p fructose, k6m h6p thu glucose -
galactose ho4c thii5u hgt sucrase - isomaltase.

16. KHr NAO CAN rUaM VAN BAC SY, DIJQC SY

Th6ng b6o ngay cho b6c s! ho{c duoc s} nhirng t6c dpng kh6ng mong mu5n gflp phii khi

sri dpng thu6c.

17. HAN DI-ING CUA THUOC

24 thing,kd tt ngiy s6n xu6t

18. TEN, DIA CHi, BIEU TI/oNG CUA Co So SAN XUAr
"y-

dr ?r'
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Aork

C6ng ty c6 phAn Trust Farma Qu6c Tti

SO :O Dai l0 Hiru Nghf, Khu COng Nghi6p ViQt Nam-Singapore, Phuong Binh Hda, Th!

xd Thudn An - Tinh Binh Du<rng.

19. NGAY XEM XET SIIA p6r, CAp NHAr LAI NoI DUNG mJ6N DI.ING
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