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1ix - Prescription drug

CEBEST™

Cefpodoxime 100 mg

20 sachets

MERAP crour

cefpodoxime as cefpodoxime
proxetil for single dose
administration

Indications, dosage -
administration, contradications,
adverse reactions, and
other informations: See
package insert

Dosage form: Granules for
oral suspension

Package size: Box of 20 sachets

Specification: USP 38
Storage: Store in tight container,
dry place, below 30 °C,
protect from direct light

Keep out of reach of children
Please read all of this package insert
carefully before using the product

LSX:
NSX:
HD:

Manufactured @ MERAP crour

Merap Group Corporation

Ba Khe hamlet, Tan Tien commune, Van
Giang district, Hung Yen province, Vietnam
WWW.merapgroup.com
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CEBEST

Cefpodoxime 100 mg

20 goi

MERAP crour

\ 40 mm 125 mm
awixopodjan
C?Eaéwnps:htltog ’ contains 100 Mg MO G bAY

- -

Thanh phén:

M&i géi cém don liéu (3 g) chia
100 mg cefpodoxime dudi dang
cefpodoxime proxetil

Chi dinh, liéu dung - cach
dung, chdng chi djnh, tac
dung khéng mong mudn,
céc théng tin khac: Xin xem
to huéng dén s dung

Dang bao ché&: Cém pha hén
dich uéng

Quy cach: Hop 20 goi
TCCL: USP 38

Bao quan: Trong bao bi kin,
noi khd, dudi 30 °C, trdnh anh
sang tryc tiép

D€ xa tdm tay tré em
Poc k¥ huéng dén sl dung trudc
khi dung

SPK/Visa No:

San xuét 9 MERAPGcrour

Cong Ty (3 Phan Tap Doan Merap

Thon Ba Khé, xa Tan Tién, huyén Van Giang,
tinh Hung Yén, Viét Nam
WWW.merapgroup.com

Rx - Thudc ban theo don

CEBEST™

Cefpodoxime 100 mg

Thanh phén: M&i géi c6m don liéu

(3 g) chua 100 mg cefpodoxime dudi
dang cefpodoxime proxetil

Cém pha hén dich uéng
Sdn xudt ﬂ MERAP o

Cong Ty C8 Phdn Tap Doan Merap

Thin Ba Khé, xd Tan Tién, huyén Van Glang, tinh
Hung Yén, Viét Nam

WWW.ITIerapgroup.com

HUGNG DAN PHA THUOC

1.
2.

3.

D6 thudc tii géi cdm vao coc
Thém nuéc (khéng dung
nuéc noéng)

Khudy ky va uéng ngay

Bao quan: Trong bao bi kin,
ndi khd, dudi 30 °C, tranh
anh sang truc tiép

Dé xa tAm tay tré em

Poc ky huéng dan sl dung
trudce khi dung
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Rx - Thudc bdn theo don Huéng dan sif dung cho bénh nhan

CcOM PHA HON DICH UONG

CEBEST"

Cefpodoxime

THUGC CHI DUNG THEO BON CUA BACSI
BE XA TAM TAY TRE EM. DOC K HUGNG DAN SU DUNG TRUGC KHI DUNG
Théng bao ngay cho béc s hodc dugc sinhimg tac dung khéng mong muén gép phii khi sif dung thudc

THANH PHAN

CEBEST*® 50 mg: M&i géi cdm don liéu (1,5 g) chira 50 mg cefpodoxime dudi dang cefpodoxime proxetil

CEBEST® 100 mg: M&i géi cdm don liéu (3,0 g) chifa 100 mg cefpodoxime dudi dang cefpodoxime proxetil

Ta duge Sucralose, acid citric manohydrat, natri citrat dihydrat, crospovidon dang micronized, polyethylen glycol 6000, colloidal silicon dioxid, huong bat,
gém xanthan, tinh bit ngd, aspartam, duiing trdng

MO TA DANG BAO CHE: C5m pha hén dich uéng

QUY CACH BONG GOI: Hop 20 géi cdm

THUGC DUNG CHO BENH Gl?

CEBEST® ducre chi dinh dé diéu tri cac bénh nhidm khuan ti nhe dén trung binh gy ra bai cac vi khudn nhay cam:

Nhi&m khun duéing hé hap trén: Viém xoang cap tinh do vi khuin do céc ching Haemophilus influenzae (ké ca chiing sinh ra beta-lactamase), Strepfococcus
P ige, va M lla ¢ halis; viem hong va/hodc viém amidan do Streptococcus pyogenes; viém tai gidia cap tinh do chiing Streptococcus pneumoniae
(teir cac chiing khang penicillin), Streptococcus pyogenes, Haemophilus influenzae (ké ¢4 ching sinh ra beta-lactamase), hodc Moraxella (Branhamelia)
catarrhalis (ké ca chiing sinh ra beta-lactamase)

Nhigm khudn dudng hd hip dudi: Dot cdp cda viem phé quin man tinh do céc ching S. pneumoniae, H. influenzae (chi chiing khéng sinh beta-lactamase),
hosc M. catarrhalis; viém phéi méc phai & céng déng do cdc chiing 5. pneumoniae hosc H. Influenzae (ké ca cac chiing sinh ra beta-lactamase)

P& didu tri nhigm khusn nhe va vira & dugng ha hp trén (viém hong, viem amidan) do Streptococcus pyogenes nhay cam, cefpodoxime khang phai la thudc
dugc chon wu tién, ma 14 thudc thay thé cho amoxicilin hay amoxicilin két hop kali clavulanat ding khéng higu qua hedc khang ding duoc

Mhi&m khudn dudng tiét nigu chua co bién ching do Escherichia coli, Klebsiella pnet iae, Proteus mirabilis, hoac Staphylococcus saprophyticus

Bénh 13u khéng bién ching va lan tda do ching N. gonorrhoea sinh hoac khéng sinh penicilinase

Mhigm khudn chua bién ching & da va cée t6 chic da do Staphylococcus aureus (ké ca chiing sinh ra penicillinase) hoac Streptococcus pyogenes

NEN DUNG THUSC NAY NHU THE NAO?

Liéu ding

Liéu thuémg ding:

Nguai lén va tré em trén 12 tudl: USng 100 - 400 mg x 2 lan/ngay, cch nhau 12 gigf

Dot cip tinh ciia viém phé quan man hodc viem phdi thé nhe dén vita méc phai clia cong ddng: 200 myg x 2 13n/ngay, cach nhau 12 gid, trong 10 hodc 14
ngay, tuong Ung bénh ké trén

Viém hong va/ho3c viém amidan do nhigm Streptococcus pyogenes: 100 mg x 2 3n/ngay, cach nhau 12, gid trong 5 - 10 ngay

Nhigm khusn da va cac té chifc da thé nhe va vira chua bign chimg: 400 mg x 2 1dn/ngay, cdch nhau 12 gid, treng 7 - 14 ngay

Nhigm khudn duéng tiét niéu thé nhe va vira, chua cd bién ching: 100 mg x 2 ldn/ngay, céch nhau 12 gi, trong 7 ngay

Bénh lau khéng bign chimg: Ding 1 liéu duy nhit 200 mg hodc 400 mg cefpodoxime, tiép theo diéu tri bing doxycyclin udng dé phang nhiém Chlamydia

Ngu@i cao tudi: Liéu diing gidng nhu nguéi lén. Khang cdn diéu chinh liéu & bénh nhan cao tudi vdi chic nang than binh thuéng

Tré em tir 2 thang tudi dén 12 tudi: Ung 10 mg/kg/ngay, chia lam 2 13n, cach nhau 12 gitr (liéu 16l da 400 mg/ ngay)

Viém tai giifa cip: 5 mg/kg (cho tdi 200 mg) x 2 13n/ngay, cach nhau 12 gi&, trong 5 ngay

Viém hong va amidan do nhidm Streptococcus pyogenes: S mg/kg (cho tdi 100 mg) x 2 1dn/ngay, cach nhau 12 gid, trong 5- 10 ngay

Vigm xoang cdp: 5 ma/kg (cho téi 200 mg) x 2 lan/ngay, trong 10 ngay

Viém phéi méc tai cdng déng, dot cp do viém phé quan man: 200 mg x 2 1dn/ngay, cach nhau 12 gi®, trong 14 ngay va 10 ngay tuang Ung

Nhidm khudn duding tiét nidu khéng bién ching: 100 mg x 2 lan/ngay, céch nhau 12 gid, trong 7 ngay

Suy gan: Liéu lugng khéng yéu cdu sita ddi trong cac truéing hop suy gan

Suy thdn:

N&u dé thanh thai creatinin I6n han 40 mi/phat, khéng yéu ciu thay dii liéu lugng cefpodoxime. Thip hon gia tri nay, cdc nghién ciu duge déng hoc cho
thay niia déf thai trif va ndng dé dinh trong huyét tueng cdia cefpodoxime tang, do do liéu lvong nén duge diéu chinh mat cach thich hop theo bang sau:

Creatinin (ml/ phat) Liéu ding
39-10 Liéu duy nhat ding méi 24 gier (tdc 13 mét nira lidu théng thudng)
<10 Liéu duy nhat diing mdi 48 gié (tic la % liéu thing thudng)
Bénh nhan thdm phan mau Liéu duy nhat dting sau mdi 1dn loc madu

Céch diing: HBn dich CEBEST* ¢6 thé udng bét cii ldic nao, vdi thirc &n hodc khéng
Cdch pha hén djch (hinh minh hoa)

@ o

1. 66 thudc tr géi cdm vao cdc 2. Thém khodng 10 mi nude hode hon (khéng ding nusc ndng), lugng nudc trén khéng 3. Khudy ky va uéng ngay
! nhdt thiét phdi chinh xdc, chi edn udng hét thudc @ pha '

Thii glan didu tri
Dé didu tel hidu qua, khéng sinh nay phai dugc usng déu din theo liéu va trong théi gian ma bac 1 ké don

Subién mat clia sat hodc bat ky trigu ching nao khac khong cd nghia la da hoan toan khai bénh. Cam gidc mdi mét khéng phai do diéu tri khang sinh ma
do ban than bénh nhifm khudn. Giam liéu hodc tam ngung diéu trj s& khang 6 téc dung gl trén nhiing cam gidc nay v chi lam cho bénh lau héi phuc
KHINAO KHONG NEN DUNG THUGC NAY?

Nguait min cam véi cefpodoxime, céc cephalosporin khac hay bat cif thanh phin nao cia thudc

Bénh nhan qué man vai cac khang sinh penicillin hodc beta-lactam khac

TAC DUNG KHONG MONG MUGN

Céc phan ting cd hai cda thudc dugc liét ké bén dudi bdi 1dp he théng co quan va tén suit gap. Tan sult dugc xic dinh |a: Rdt thutng gap (21/10), thuding
gap(=1/100 dén <1/10), it gdp (21/1.000 dén <1/100), hiém gdp (=1/10.000 dén <1/1.000), rdt hiém gdp (<1/10.000), khéng duge bigt dén (khing thé dugc
udrc tinh tir dir ligu c6 san)

Méu vi réi loan hé bach huyét

Higm gép: R&i loan huyét hoc nhu gidm hemoglobin, tang tiéu cau, giam tiéu cdu, gidm bach chu va bach cdu ua eosin

Rt higm gdp: Thiéu mau tan mau

RGi loan hé than kinh

It gdp: Bau ddu, cdm gidc khic thuding, chong mat

Bit thuirng & tal va rél loan thinh luc

It gap: U tai

R&i loan tiéu héa

Thuémg gap: Tang 4p luc da day, budn nén, nén, dau bung, day hai, tiéu chay

Tigu chiy ra mau co thé xay ra nhu |3 mét triéu ching cla viém rugt. Kha nang viém dal trang mang gid nén dugc xem xét néu tibu chay nang hoac kéo dai
trong hodc sau didu tri f-\
Rél loan chuyén héa va dinh duéng

Thuging gdp: An mat ngon
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Rél loan hé théng mién dich

Rdt hiém gdp: Phin (ing phan v&, co that phé quan, ban xudt huyét va phit mach

Rél loan than va tiét niéu

Adt higm gdp; Tang nhe uré mau va creatinin

Rél loan gan-mét

Hiém gdp: Tang enzym gan thodng qua cUa ASAT, ALAT va phosphatase kiém va/hoac bilirubin. Nhiing bat thuiing trang xét nghiém cé thé duge gisi thich
biési sy nhid&m tring, higm khi cé thé vuot qua hai l3n gidi han trén cla cac enzym trén va goi ra mét mé hinh cia tén thugng gan, thuing 0 mat va hau hét
khéng co trigu chiing

Rdt hiém gdp: Tdn thuang gan

Da va cic réi loan mé duéi da

It gdp: Qua man véi cac phan ing da va niém mac, phat ban, ndi mé day, ngla

Rdt higm gdp: Johnson Stevens, hoai ti biéu bi de nhiém déc va hdng ban da dang

Nhi&m khufin va nhiém ky sinh tring

Cing nhu véi cac khing sinh khéc, sir dung kéo dai cla cefpodoxime co thé dan dén viéc phat trién qua mic clia cic sinh vat khdng nhay cdm (Candida va
Clostridium difficile)

Rél loan chung

It géip: Suy nhuge hodic khé chiu

Théng bdo cho bdc sTcdc tde dung khéng mong mudn gdp phdi khi sir dung thubc

NEN TRANH DUNG NHONG THUGC HOAC THU'C PHAM Gl KHI DANG SU DUNG THUGC NAY?

Céc loal thufic khang histamin H2 va cc thude khang acid lam gidm sinh kha dung cda cefpodoxime, vi vay cac thudc nay nén duoc udng sau khiding
cefpodoxime 2-3 gié

Probenecid giam bai tiét cefpodoxime qua than

Cefpodoxime cé thé giam hoat luc ciia vac xin thuong han sdng

Cephalosporin c6 kha nang tang cuding tac dung chdng dong cla coumarin va lam giam tac dung tranh thai cla oestrogen

CAN LAM Gl KHI MOT LAN QUEN KHONG DUNG THUGC?

Néu ban guén mét liéu thude, udng ngay khi nhd ra hodc bd qua lidu da quén néu gén s&t thai glan sir dung l18u k& tip. Khéng udng mét liéu thude gap
dai d& bl cho liéu d3 quén

BAO QUAN: Trong bao b kin, nai khé, dudi 30 °C, tranh dnh sang truc tiép

NHONG DAU HIEU VA TRIEU CHU/NG KHI DUNG THUGC QUA LIEU

Trong truéing hop ding qui liéu, dac biét & bénh nhan suy than, co thé xdy ra bénh nao. Bénh nao thudng bién mat khi ndng do cefpodoxime trong huyét
tuong giam

CAN PHAI LAM Gl KHI DUNG THUGC QUA LIEU KHUYEN cAO

Trong trudng hop qua lidu vdi cefpodoxime, diéu tri hd tro va triéu ching dugc chi dinh

Gol digén ngay cho béc si hodc dén ngay bénh vién néu ban nghl minh da udng qua nhiéu thudc Cebest, trong cd truéing hop khing cd dau hidu cda su khd
chiu hay ngd déc, vi ban ¢6 thE cdn cham sée y t& khin cip

THAN TRONG KHI DUNG THUGC

Cefpodoxime khéng phai la mét loai khang sinh dugc uu tién dé didu tr viém phdi do tu cau va khéing nén duoc sirdung trong diéu tri viem phdi khdng dién
hinh clia gy ra béi céc vi khudn nhu Legionella, Mycopl va Chlamydia. Cefpodoxime khéng dugc khuyén céo dé diéu tri viém phdi do 5. pneumoniae
{xemn phan Dugc luc hoc)

Phén (ng qua man nghiém trong va doi khi gay tdr vong da dugc bao cio. Trong truding hap phan dng qua man nang, phai ngung ngay 1ap tuc viéc diéu tri
v cefpodoxime va cb cac bign phap cdp cdu thich hop

Trude khi bat dau didu tri, phai didu tra ki vé tién st dj Ung clia ngudi bénh vdi cefpodoxime, cac cephalosporin, penicillin hodc cic beta-lactam khéc. Than
trong khi sir dung néu cefpodoxime duge diing cho b&nh nhén cé tién sir qua man khéng nghiém trong vél cac beta-lactam khac

Trong trudng hop suy than nang cé thé cin thiét dé gidm bat liéu lugng phu thudc vao dé thanh thai creatinin (xem phan Lidu ding)

Viém dai trang va viém dai trang mang gia thay & hiu hét cac khang sinh ké ca cefpodoxime va cé thé dao déng trong muc dé tif nhe dén de doa tinh mang.
Vi thé xem xét chudn dodn ndy & bénh nhan tidu chay trong hodc sau khi ding cefpodoxime 1a rit quan trong. Ngung didu tri véi cefpodoxime va didu trj cy
thé cho Clostridium difficile nén dugc xem xét, Khang nén diing cac thudc tc ché nhu ddng ruét

Thén trong khi st dung cefpodoxime & nhitng b&nh nhan b tién s benh duting tiéu hda, dac biét Ia viém dal trang

Nhu vl tit ci cdc khang sinh nhom beta-lactam, gidm bach ciu va hiém khi mat bach cdu hat c6 thé phat trién dac biét 13 trong qua trinh didu tri kéo dai.
B46i v trudng hop diéu tri kéo dai hon 10 ngay, cong thife méu cin dugce theo doi va ngimng diéu tri néu cé gidm bach cau

Cephalosporin ¢ thé dugc h3p thu 1én bé mat cia mang t& bao hdng cdu va phan dng véi khing thé truc tiép chdng lai thudc, Diéu nay cd thé tao ra thir
nghiém Coombs duang tinh va rat hiém khi thiéu mau tin huyét, Phan (ng chéo cé thé xay ra véi penicillin cho phan dng nay

Nhing thay déi treng chie nang than da dugc quan sat véi cac thé hé khang sinh nham cephalosporin, dic bigt 13 khi ding déng théi vdi cac thudic cd kha
nang gay doc cho than nhu aminoglycosid va/hosc thudc cé kha nang gay loi tiu. Trong truéing hop nhu vy, chic nang than cin duoc theo dai

Sirdung kéo dai clia cefpodoxime c6 thé din dén viéc phat trién qua midc cda cac sinh vat khdng nhay cdm (Candida va Clostridium difficile), c6 thé yéu cau
ngiing diu tri

D& an todn vis higu qua cOa thudc chua duge xdc dinh ddi vdi tré dudi 2 thang tudi

Phén dng duong tinh gid véi glucose trong nude tidu c6 thé xay ra vdi cdc xét nghiém khd ddng (thi val dung dich Benedict, Fehling) nhung sé khing xdy
ra duong tinh gia khi xét nghiém vdi enzym

Viéc sirdung cefpodoxime cd lién quan dén xét nghiém Coombs duong tinh cé thé anh huéng dén phan ing méu chéo

Thudc chifa aspartam, la ngudn sinh ra phenylalanine: Cd thé co hai cho nguii mac ching bénh phenylketon nidu

Thudc chifa duéng trdng: Than trong khi st dung & nhing nguédi khéng dung nap mét sé loai dudng

PHU N CG THAIVA CHO CON BU

Thei ky mang thai

Chi nén ding thudce nay trong that ky cé thal khi cé ¥ kign cda bac si. Néu phat hign cé thai trong thal glan didu trl, hay hol ¥ kién bac s dé xem nén tiép
tuc diéu trj hay khang

Théi ky cho con ba

Cefpodoxime dugc bai tiét vao sifa me véi néng dé thap. Cé thé cho con bi me trong truiing hap diéu tri thudc nay. Tuy nhién, néu em bé cé cic rdi loan
tiéu hda (titu chdy, nhidm ndm Candida) hodc ndi man ngodi da, hdy ngung cho con bl me hodc ngung diing thudc nay va nhanh chéng héi  kién bic s
Phai luén ludn héi y kién bdc st hode dufge si trude khi ding bdt ky thudc gl trong théi gian cé thal hodc dang cho con bii

ANH HUGNG DEN KHA NANG LAI XE VA VAN HANH MAY MOC

NEu cam thay chéng mat, dau ddu sau khi ubng thude nay, khéng nén 131 xe hodc van hanh may méc

KHINAO CAN THAM VAN BAC sl pugcsl

Gap phai bt cu tic dung khéing mong mudn nao khi st dung thudc

Phu nir mang thai va cho con bu

Bao cho bac si biét vé moi di ing hoac tridgu chiing di tng xay ra trong khi diéu tri vdi khang sinh penicillin

Phai théng bao cho bac si néu ban c6 bénh than dé dugc diéu chinh liéu thich hop

Khéng nén diéu tri tiéu chiy x4y ra trong khi diéu tri khang sinh néu khéng cé y kién cda bac si

Néu cdn thém théng tin xin héi y kién bdc si hode dugc si

TIEU CHUAN: USP 38

HAN DUNG: 20 thang ké tir ngay san xudt

Ngay xem xét sita déi, cdp nhat lal nél dung huéng din sif dunge,

Sinwuit @ MERAP o
Céng Ty C6 Phén Tap Doan Merap

Tan Tién, Van Giang, Hung Yén, Viét Nam
WWW.I'I'IEIGDQI’UI.IP-EUI‘I‘I
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Huéng dan sitdung cho can bo y té

cAc bAC DIEM DUTC LY

Nhom duge ly tri liéu: Khang sinh dung dudng toan than, ma ATC: JO1DD13

Duge lue hoe

Cof ché tde dung

Cefpodoxime proxetil la mét khing sinh beta-lactam ban téng hop, thudc nhém cephalosporin udng thé hé 3. Cefpodoxime proxetil 1a mét tién chat cda
cefpodoxime. Sau khi udng, cefpodoxime proxetil dugc hip thu & dudng tiéu héa va nhanh chdng dugc céc esterase khong dac higu thiy phan thanh
cefpodoxime, mat khang sinh diét khudn

Co ché tic dung cla cefpodoxime I3 Gc ché téng hop vich t€ bao vi khudn thdng qua gin két va dc ché hoat ddng cla protein gén penicillin lién quan dén
qué tinh téng hgp cla thanh 16 bao vi khuan (PBPs). K&t qua din dén t& bao vi khudn bj ly gidi va chét

Co'ché khdng thudc

Vi khudn khang lai cephalosporin €6 thé béi mét hodc nhiéu hon theo cac co ché sau:

Giam tinh thim clia mang ngoai & mét sé chiing vi khudn gram dm gidi han kha ning tiép can cla thudc t&i PBPs

Giam &i luc cha protein gn penicillin (PBPs)

Corché thiy phan b beta-lactamase phd réng va/hodc enzym ma hoa trong nhiém sdc thé (AmpC) sinh ra do cdm (ng hodc duge kich hoat dé gidima &
mét sd ching vi khudn gram &m hiéu khi

Bom ddy thudc ra khdi té bao

Phd khdng khudn

Cefpodoxime cé phé khéng khudn rdng déi véi cac vi khudn Gram am hiéu khi va Gram duang

V& mét nguyén tic, cefpodoxime cd hoat luc déi véi ciu khuin Gram duong nhif phé ciu khudn Streptococeus pneumoniae, cac lién cdu khudn Streptococcus
nhom A, B, C, G va v cac tu chu khudn Staphyloccocus aureus, 5. epidermidis cd hay khéng tiét beta-lactamse. Cefpodoxime cling 6 tac dung vdi cac cdu
khudn Gram am, cac truc khudn Gram dugng va Gram dm. Thudic ¢6 hoat tinh chéng cac vi khudn Gram am gay bénh quan trong nhu E. Coll, Klebsiella, Preteus
mirabilfs va Citrobacter, Tuy nhién, & Vigt Nam, cic vi khun niy cdng khing ci cephalosporin thé hé 3. Cefpedoxime bén viing ddi vai beta-lactamase do
Haemophilus influenzae, Moraxefla catarrhalis va Neisseria sinh ra

Khdng thudc

Thuée khéng cé tic dung ching céc tu ciu khudn khing isoxazolylpenicilin do thay déi protein gin penicilin (kiéu khang cla tu cau vang khang methicilin
MRSA). Kiéu khang khang sinh MRSA nay dang phat trién ngay cang tang & Viét Nam

Cefpodoxime it tac dung trén Proteus vulgaris, Enterobacter, Serratia marcesens va Clostridium perfringens. Cac vi khusin nay dai khi da khing thuéc

Tu cdu vang khing methicilin, Staphylocaccus saprophyticus, Enterococcus faecalis, Pseudomonas aeruginosa, Pseudomonas spp., Clostridium difficile,
Bacteraides fragilis, Listeria, Mycopl p iae, Chlamydia v Legionello p phili thuong khang cac cephalosporin

Duge ddng hoe

Hdp thu

Cefpodoxime proxetil dugc hdp thu qua duaing tiéu héa va duoc chuyén hoa bai cac esterase khéng dac hiéu trong thanh rudt thanh chit chuyén hoa
cefpodoxime ¢o tic dung. T1 1& hdp thu khodng 51,5% khi s dung vién nén tuang dng 100 mg cefpodoxime trong tinh trang déi va ti 1& hdp thu tang lén
khi sirdung thudc cing vei thic dn

Néng dé dinh trong huyét tuong (C_ ) 13 1,2 mg/l va 2,5 mg/l sau uéng liéu thudc tuong tng 100 mg va 200 mg cefpodoxime, thf gian dé dat dugc néng
do dinh (T__) 12 2 dén 3 gidr. Sau khi ding liéu thude tuong (mg 100 mg va 200 mg cefpodoxime 2 ldn/ngay trang 14,5 ngay, cic thang 56 duoc dong hac
huyét tuang clia cefpodoxime vin khéng thay déi

@ ngudi lén, sau khi udng mét liéu cdm pha hdn dich tuang dng 100 mg cefpodeoxime, ndng dé dinh xap xi 1,5 meg/ml (khoang: 1,1 dén 2,1 meg/ml),
tugng dugng vdi ndng dé dinh dugc bao céo khi dung vién nén cefpodoxime 100 mg. Théi gian dat ndng d dinh (T__ ) va dién tich dudi duding cong
{AUC) ciia dang cdm pha hén dich udéng va vién nén bao phim la tuong duong

Phdn bé

Thé tich phan bd trung binh cta cefpodoxime 13 32,3 lit. Lién két protein cOa cefpodoxime dao déng tir 22% dén 33% trong huyét thanh va tir 21% dén
29% trong huyét tuang

Néng dd cefpodoxime do dugc déu cao hon ndng dé e ché tai thidu (MIC) cda cac vi khudn nhay cam cd thé dat duoc trong nhu mé phdl, nigm mac phé
quén, dich mang phéi, amidan, djch ké va ma tuyén tién ligt

Chuyén héa vé thdi trir

Sau khi hdp thu, chit chuyén héa chinh |3 cefpodoxime, sén phim cla sy thiy phin cefpodoxime proxetil

Buing thi trir chinh cla cefpodoxime |3 thin. Khodng B0% lugng cefpodoxime hip thu duge bai tiét trong nudc tidu dudi dang khéng thay déi. Thai gian
ban thal cda cefpodoxime trung binh 1 2.4 gis

Cefpodoxime dugc thai trir chinh qua than vdi néng d6 cao (ndng 44 nay cao hon MICS0 d&i vai vi khudn thudng gay nhiém khudn duting tiét niéu). Su
phén bé cefpodoxime trong md thén, véi néng dé lén hon MICS0 déi vai vi khudn thuéng gay nhigém khudn dudmg tiét nigu, 3-12 giér sau khi ding don
liéu 200 mg (1,6-3,1 pa/g)

Cac d6i tuong bénh nhan dic biét

Ngudi cao tudl: Khong can thiét diéu chinh lidu & bénh nhin cao tudi cé chic ndng than binh thudng

Tré em: An toan va hiéu qua & tré nhd hon 2 thang tudi chura dugc thiét 1ap

Suy thdn: Thii trif cefpodoxime gidm & bénh nhan suy thin tir visa dén ndng (Cl, <50 mi/phat). & nhing bénh nhan suy gidm chiic nang than nhe (50
mi/phit < <80 ml/phut) thit gian ban thai trung binh trong huyét tuong cla cefpodoxime 13 3,5 gid. O nhitng bénh nhin cé dé thanh thai creatinin
vifa phai (30 ml/phit < C| | <49 ml/phit) hodc & nhing bénh nhin suy than nang (5 ml/phit< C|_ <29 ml/phit) théi gian ban thai trung binh trong huyét
tuang cla cefpodoxime tang I&n 13 5,9 gi&r va 9,8 gidr, Khodng 23% liéu diing da duoc loai bé khai co thé trong qua trinh loc mau kéo dai 3 gi¢r

Suy gan: Hap thu gidm va thai trir khong thay 881 & bénh nhan xo gan. Thii gian ban thai trung binh va dé thanh thai cda cefpodoxime & bénh nhan suy
gan tuong tu véi ngudi khde manh. Khong cdn didu chinh liéu & bénh nhan suy gidm chie ndng gan

Méi tuong quan dugce déng hoc/ dugc luc hea Nhu cac khang sinh cephalosporin, chi s6 tuang quan duge déng hoc - duoe luc hoc quan trong nhat vii
higu qua in vive duoc ghi nhan (4 t1 18 phin tram cla théi gian gida hai 13n dua thude (%T) ma ndng da thudc tu do cao hon néng dé dc ché téi thigu (MIC)
cia cefpodoxime vdi méi ching vi khudn cu thé (3%T>MIC)

CHIBINH

CEBEST® dugc chi dinh dé didu tri cic bénh nhigm khudn tir nhe dén trung binh gay ra béi cac vi khudn nhay cdm:

Nhigm khudn dung hé hip trén: Viém xoang cdp tinh do vi khudn do cac ching Haemophilus influenzae (ké ca ching sinh ra beta-lactamase),
Streptococcus pneumoniae, va Moraxella catarrhalis; viém hong va/hodc viém amidan do Streptococcus pyogenes; viém tai giifa cdp tinh do ching
Streptococcus pneumoniae (trif cic ching khéng penicillin), Streptococcus pyogenes, Haemophilus influenzae (ké & chiing sinh ra beta-lactamase), hoac
Moraxella (Branhamella) catarrhalis (ké ca chling sinh ra beta-lactamase)

Nhigm khudn duging hé hdp dudi: Bt cdp clia viém phé quan man tinh do cac ching S. pneumoniae, H. influenzae (chi chiing khéng sinh beta-lactamase),
hodc M. catarrhalis; viém phdi méc phai & cdng ddng do cécchlng 5. p rige hodc H. Infl (ké ca cac ching sinh ra beta-lactamase)

D& diéu tri nhim khudn nhe va vira & duding hé hap trén (viém hong, viém amidan) do Streptococcus pyogenes nhay cam, cefpodaxime khong phai la thudc
duge chon wu tién, ma 1a thudc thay thé cha amoxicilin hay amoxicilin k&t hop kali clavulanat diing khéng higu qua hodc khéng ding dugc

Nhigm khudn duding tiét niéu chua cé bién ching do Escherichia coli, Klebsiella p , Proteus mirabilis, hodc Staphylococcus saprophyticus

Bénh lau khang bién chiing va lan tda do chiing M. gonorrhoea sinh hodc khéng sinh penicilinase

Nhiém khudn chua bién ching & da va cic 18 chie da do Staphylococcus aureus (ké ca chiing sinh ra penicillinase) hodc Streptococcus pyogenes

LIEU DUNG VA CACH DUNG

Lidu ding

Liéu thudng ding:

Ngueiidn v tré em trén 12 tudl: U8ng 100 - 400 mg x 2 ldn/ngay, cach nhau 12 gid

Dot cdp tinh cla viém phé quin man hodc viém phdi thé nhe d&n vira mac phai cda cdng ddng: 200 mg x 2 lan/ngay, cach nhau 12 gid, trong 10 hoac 14
ngay, tuang ting bénh ké trén

Viém hong va/hodc viém amidan do nhiém Streptococcus pyogenes: 100 mg x 2 [dn/ngdy, cach nhau 12, gié trong 5 - 10 ngay

Nhigm khudn da va cic té chic da thé nhe va vira chua bién ching: 400 mg x 2 [dn/ngay, cach nhau 12 gig, trong 7 - 14 ngay

Nhiém khudn duding tigt nigu thé nhe va vira, chua 6 bién chiing: 100 mg x 2 ldn/ngay, cdch nhau 12 gidy, trong 7 ngay

Bénh lau khang bién ching: Ding 1 liéu duy nhit 200 mg hodc 400 mg cefpodoxime, tip theo diéu tr| bing doxycyclin udng dé phang nhiém Chlamydia
Ngudi cao tudi: Liéu ding gidng nhu ngudi Ién. Khéng cdn diéu chinh liéu & bénh nhan cao tudi vai chiic nang than binh thuing

Tré em tir 2 thdng tudi dén 12 tudi: Udng 10 ma/ka/ngdy, chia 1am 2 ldn, cach nhau 12 gid (liéu t6i da 400 ma/ ngay)

Viém tai gidia cdp: 5 mg/kg (cho tdi 200 mg) x 2 ln/ngay, cach nhau 12 gid, trong 5 ngay

Viém hong va amidan do nhiém Streptococcus pyogenes: 5 mg/kg (cho tai 100 mg) x 2 ldn/ngay, céch nhau 12 gid, trong 5 - 10 ngay

Viém xoang cip: 5 mg/kg {cho tai 200 ma) x 2 |dn/ngay, trong 10 ngay

Viém phdi mic tai céng ddng, dot cdp do viém phé quan man: 200 mg x 2 1an/ngay, cich nhau 12 gi, trong 14 ngay va 10 ngay tuang (ng

Nhigm khuin dugng tiét nigu khéng bién ching: 100 mg x 2 lan/ngay, cach nhau 12 gid, trong 7 ngay

Suy gan: Liéu lugng khdng yéu cdu sira ddi trong cac truémg hop suy gan

Suy than: Néu d thanh thai creatinin Ién hon 40 ml/phtit, khéng yéu cau thay déi liéu lugng cefpodoxime. Thip hon gid tri nay, cac nghign ciu duoc déng hoc
cho théy nia disl thal trirva néng dé dinh trong huyét tuong ciia cefpodoxime tang, do dé liéu lugng nén dugc diéu chinh mét cach thich hop theo bang sau:

Creatinin (ml/ phat) Liéu ding
39-10 Liéu duy nhat dung mdi 24 gidr (tic la mét nda liéu thong thudng)
<10 Liéu duy nhat ding mbi 48 gid (tic la % liéu thong thuéng)
Bénh nhan thdm phan mau Ligu duy nhat ding sau méi 1an loc mau
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Céch diing: H&n dich CEBEST® ¢6 thé udng bat cif lic nao, véi thifc 3n hodc khong
Cdch pha hén dich (hinh minh hoa)

Q.
|

1. 86 thudc tir goi cém vdo cdc , 2. Thém khodng 10 mi nude hode han {khéng ding nudc ndng), fugng nudc frén khéng
1 nhdt thiét phdi chinh xde, chl cdn udng hét thudc dd pha

3

3. Khudy ky va uéng ngay

Thi glan didu tri

D& didu trj higu gua, khang sinh nay phai dugc udng déu dan theo liéu va trong thai gian ma bac si ké dan

Su bign mat ciia sit hodc bat ky tridu chiing nao khac khéng cd nghia 13 d4 hoan toan khdi bénh. Cam gidc méi mét khéng phai do diéu tri khang sinh ma

do ban than bénh nhiém khudn. Gidm liéu hosc tam ngung diéu trj sé khéng ¢é tac dung gi trén nhimg cam gidc nay va chi lam cho bénh lau hoi phuc

CHONG CHI DINH

Nguéi min cam vdi cefpodoxime, cic cephalosporin khic hay bt ci thanh phin nao clia thude

Bénh nhan qua man vdi cac khang sinh penicillin hodc beta-lactam khac

THAN TRONG KHI DUNG THUSC

Cefpodexime khing phai 1a mét loal khdng sinh dugc uu tién d€ diéu tri viem phéi do ty cdu va khong nén dugc st dung trong diéu tr viem phdikhang dién

hinh cia gay ra béi céc vi khudn nhu Legionelfa, Mycoplasma va Chlamydia. Cefpodoxime khong duge khuyén cdo dé digu tri viem phéi do S. pneumoniae

{xem phin Duge luc hoc)

Phan ting qua man nghiém trong va déi khi gay td vong da dufge bo cdo. Trong truéng hop phén dng qué man ndng, phai ngung ngay lap tic viec didu

trj véi cefpodoxime va co cac bién phap cdp clu thich hop

Trudc khi bat dau didu tri, phai diéu tra ky vé tién st di (ng clia nguisi bénh véi cefpodoxime, cac cephalosporin, penicillin hodc cdc beta-lactam khac. Than

trong khi sif dung néu cefpodoxime dugc diing cho bénh nhan cd tién st qué mén khang nghiém trong vdi cac beta-lactam khac

Trong truéng hop suy than nang cé thé can thiét @& gidm bét liéu luong phu thudc vao db thanh thai creatinin (xem phén Liéu ding)

viém dai trang va viém dai trang mang gia thdy & hiu hét cdc khing sinh ké ca cefpodoxime va cd thé dao dang trang muc d@ tir nhe dén de doa tinh

mang. Vi thé xem xét chudn doén nay & bénh nhan tiéu chay trong hodc sau khi diing cefpodoxime fa rat quan trong. Ngung diéu tri vdi cefpodoxime va

diéu tr cu thé che Clestridium difficile nén dugc xem xét. Khang nén diing edc thubc e ché nhu déng ruét

Thén trong khi sif dung cefpodoxime & nhiing b&nh nhan 6 tién st bénh duéing tiéu hoa, dac biét la viém dai trang

Nhit véi tat ca cac khang sinh nhém beta-lactam, gidm bach ciu va him khi mat bach cdu hat cé thé phat trién dic biét I3 trong qué trinh diéu tr kéo dai.

D6l véi truing hop diéu tri kéo dai hon 10 ngay, cdng thife mau cin dugc theo dai va ngiing diéu tri néu co gidm bach cdu

Cephalosporin cé thé duoc hép thu I2n bé mat cla mang té bao héng ciu va phan Ung vdi khang thé truc tigp chdng lai thudc, Diéu nay co thé tao ra thir

nghiém Coombs duong tinh va rat hiém khi thigu mdu tdn huyét. Phan ing chéo cd thé xdy ra voi penicillin cho phan dng nay

Nhiing thay déi trong chiic nang thin da dugc quan sat v cic thé hé khang sinh nhém cephalosporin, dac biét 1a khi ding déng théi véi cac thude ca

kha nang gay doc cho than nhu aminoglycosid va/hosc thude cd kha nang gay Ioi tiu. Trong truiing hap nhu vay, chic nang than cén duge theo dai

5ir dung kéo dai clia cefpodoxime co thé din dén viéc phat trién qua muc cia cac sinh vat khdng nhay cam (Candida va Clostridium difficile), c6 thé yéu

cAu nging didu tri

D6 an toan va hiéu qua clia thudc chua duge xdc dinh déi véi tré dudi 2 thang tudi

Phan ting duong tinh gia véi glucose trong nudc tidu cé thé xdy ra vdi cac xét nghiém khir déng (thi véi dung dich Benedict, Fehling) nhung sé khang xay

ra duang tinh gia khi xét nghiém véi enzym

Viéc sit dung cefpodoxime cé lién quan dén xét nghiém Coombs duong tinh cé thé dnh huéng dén phan ing mau chéo

Thuéc chifa aspartam, 14 nguén sinh ra phenylalanine: C6 thé cé hai cho ngudi mic ching bénh phenylketon niéu

Thuéc chifa duéing trdng: Than trong khi sif dung & nhiing nguéi khéng dung nap mét s6 loai dudng

PHU NI O THAI VA CHO CON BU

Thei ky mang thai

Chi nén diing thuéc nay trong thil ky cé thai khi co y kién clia bac si. Néu phat hién cé thai trong thai gian digu tr, hay héiy kién bac s d& xem nén tiép

tuc diéu tri hay khéing

Thii ki cho con bu

Cefpodoxime dugc bai tiét vao sita me véi ndng dé thap. Ca thé cho con b me trong truing hop diéu tri thudc nay. Tuy nhién, néu em bé cd cac rdi loan

tiéu héa (tiéu chay, nhiém nim Candida) hodc ndi min ngoai da, hay ngung cho con bi me hoac ngung diing thudc nay va nhanh chéng hai y kién bac s

Phdi ludn luén hdi § kién bde sThode ditge si truée khi diing bét ky thudc gl trong théi gian ¢é thai hodc dang cho con bi

ANH HUONG DEN KHA NANG LAI XE VA VAN HANH MAY MOC

NEu cim thdy chdng mat, dau ddu sau khi udng thudc nay, khdng nén 13i xe hodc van hanh may méc

TUONG TAC THUSC

Céc lvai thudc khang histamin H2 va cac thudc khang acid 1am gidm sinh kha dung cda cefpodoxime, vi vay cac thude nay nén dugc udng sau khi ding

cefpodoxime 2-3 gio

Probenecid gidm bai tiét cefpodoxime qua than

Cefpodoxime cé thé giam hoat luc ctia vac xin thuong han séng

Cephalosporin cé kha nang tang cuéng tac dung chéng déng clia coumarin va 1am gidm tac dung trdnh thai cla gestrogen

TAC DUNG KHONG MONG MUGN

Cac phan ting ¢6 hai ciia thudc duoc liét ké bén dudi bai l6p hé thdng co quan va tan sudt gap. Tan sudt duge xdc dinh |a: Rat thuong gap (=1/10), thutng

gdp (=1/100 dén <1/10), it gdp (=1/1.000 dén <1/100), higm gdp (=1/10.000 dén <1/1.000), rdt hiém gap (<1/10.000}, khéng duge bigt dén (khiing thé dugc

udiec tinh tir di lidu c6 san)

Mau va rél loan hé bach huy&t

Hiém gép: Rdl loan huyét hec nhu gidm hemaglobin, ting tiéu cau, gidm ti€u cdu, gidm bach ciu va bach cdu ua eosin

Rat hiém gdp: Thigu mau tan mau

Réi loan hé than kinh

It géip: Bau ddu, cam giac khac thuéng, chéng mat

Bat thuéing & tai va rdi loan thinh luc

It gdp: U tai

Réi loan tiéu héa

Thueing gap: Tang 4p luc da day, budn nén, nén, dau bung, ddy hai, tiéu chay

Tiéu chay ra mau cé thé xdy ra nhu la mot triéu ching cda viém ruét. Kha nang viém dai trang mang gia nén dugc xem xét néu tiéu chay nang hoac keo

dai trong hodc sau didu tri

Rél loan chuyén héa va dinh dudng

Thuding gdp: An mat ngon

R&iloan hé théng mién dich

Rt higm gép: Phan tng phan vé, co that phé quan, ban xudt huyét va phi mach

Rél loan than va tiét niéu

Rdt hiém gdp: Tang nhe uré mau va creatinin

Réiloan gan-mat

Hiém géip: Tang enzym gan thodng qua clia ASAT, ALAT va phosphatase kiém va/hodc bilirubin. Nhing bt thuémg trong xét nghiém

bii su nhidm tring, hiém khi cé thé vugt qua hal 13n gigi han trén clia cic enzym trén va goi ra mét mé hinh cla tén thuong gan, thgting O rpat Va hau hét

khéng cé trigu chiing Ui

Rdt higm gdp:Tdn thuong gan

Da va cacrél loan mé dudi da

[t gép: Qus mAn véi cac phan dng da va niém mac, phat ban, ndi mé day, ngua

Rét higm gdp: Johnson Stevens, hoal 1 bidu bi do nhiém déc va hdng ban da dang

Nhiém khudn va nhiém ky sinh tring

Ciing nhu véi céc khang sinh khac, sirdung kéo dai clia cefpodoxime ¢ thé din dén viéc phat trién qua muc cila cic sinh vat khang nha

Clostridium difficile)

Rél loan chung

It gdp: Suy nhugc hoac kho chiu

Théng bdo cho bdc si cde tde dung khéng mong muén gdp phdi khi s dung thude

QUA LIEU VA XU TRI

Trong truiing hop qué liéu véi cefpodoxime, digu tri hé trova trigu ching dudc chi dinh

Trong truding hap diing qua liéu, dic biét & bénh nhan suy than, co thé xdy ra bénh nao. Bénh nao thudng bién mat khi néng dé cefpodoxime trang huyét

tuang gidm

Gol dién ngay cho bac 5§ hoac dén ngay bénh vién néu ban nghi minh da udng qué nhiéu thude Cebest, trong ¢ truding hop khéng cé diu hiéu flﬂb C

khé chiu hay ngd déc, vi ban c6 thé can cham séc y té khan cip .
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