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Rx Prescription drug
Composition: Each capsule contains
Cefpodoxime proxetil............. 260mg

(equivalent to Cefpodoxime 200mg)
Inactive ingredients......q.s 1 capsule
Indication, administration, contra-
indication: See insert paper
Storage: In a hermetic container,
below 30°C, protect from light

=
01 blister x 10 capsules/box

Keep out of reach of children

Read insert paper carefully before using

PHIL PHILINTER PHARMA

: Vién nang MANPOS
chdp :130x 83 x 20 mm
: 70% TRBAMBAO CHAT LUgNG
: nhu mg[u / , ~EAN

Cefpodoxime 200mg

1 biister x 10 capsules

Thanh phén: M3i vién nang chia

Cefpodoxime proxetil.......... 260mg

(tuong duong Cefpodoxime 200mg)

TAQUIC ..ocoovrienmrairannnd vd 1 vién

Chi dinh, cdch diing, chéng chi dinh:

Xin doc trong td hudng ddn sl dung

Bao qudn: Trong hop kin, & nhiét 49 duti 30°C,
tranh &nh séng

Bdng gdi: 01 vi x 10 vién nang/hdp

San xuft tai:
CTY TNHH PHIL INTER PHARMA
20, Hils Nghi, KCN Viét Nam-Singapore, Binh Duong

SBK:
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San pham

MAU NHAN Vi

Kich thuéc vi  : 125 x 75 mm

T 16 - 100%

Noi dung :nhy mau
Manpos Malﬁphs
Cefpodoxime 200mg Cﬁm’m Zoﬂmg

S6 16 SX, NSX, HD sé& dugc dap néi trén vi

CTY TNHH PHIL INTER PHARMA

Manpos

Cefpodoxime 200mg
SDK
CTY TNHH PHIL INTER PHARMA

Manpos
Cefpodoxime 200mg
SPK
CTY THHH PHIL INTER PHARMA

Manpos
Cefpodoxime 200mg
SeK
CTY TNHH PHIL INTER PHARMA

Manpos

Cefpodoxime 200mg

SBK
CTY THHH PHIL INTER PHARMA
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Rx Thubc bdn theo don
Dé xa tam tay tré em
Poc ki hwdng din sit dung triede khi diing
Néu cin thém théng tin, xin héi y kién bdc si

MANPOS

SPK: ccuisnsesiins

THANH PHAN: MJdi vién nang chia:
Hoat chdat:  Cefpodoxime proxetil ...........ocvvvieviineiinnns 260 mg /
tuong duong voi Cefpodoxime ............coceees 200 mg
Té dwoc: Carboxymethylcellulose calci, natri lauryl sulfat, hydroxypropyl cellulose, magnesi
stearat, vo nang gelatin 0.
DANG BAO CHE: Vién nang cimg.
DUQC LUC HQC
Cefpodoxime 1a khang sinh cephalosporin thé hé 3, c6 do bén vitng cao trudc su tan cong cua
céc beta-lactamase do cac vi khudn gram 4m va gram duong tao ra. Tac dung khang khuan
cua Cefpodoxime thong qua sy Gc ché téng hop thanh té bao vi khuén nho su acyl hoa cac
enzymes transpeptidase gin két mang; diéu nay ngin ngua su lién két chéo cua cac chudi
peptidoglycan cin thiét cho d9 manh va do bén cua thanh té bao vi khudn.
MANPOS c¢6 hoat chét 1a Cefpodoxime proxetil (ester cua Cefpodoxime). Cefpodoxime
proxetil it tic dung khéng khuén khi chua duge thuy phan thanh Cefpodoxime trong co thé.
Cefpodoxime proxetil duge hép thu qua dudng tiéu hoa va dugce chuyén hoa boi céc esterase
khong dac hiéu, c6 thé tai thanh rudt, thanh chét chuyén hoa Cefpodoxime c6 tac dung.
DUQC PONG HQC
Kha dung sinh hoc ctia Cefpodoxime khoang 50%. Kha dung sinh hoc nay tang lén khi dung
Cefpodoxime cling v6i thirc an. Nira doi huyét thanh cta Cefpodoxime 14 2,1 - 2.8 gio d6i véi
ngudi bénh ¢6 chirc ning than binh thudng. Nira doi huyét thanh tang lén dén3,5-9.8 giv &
ngudi bi thiéu nang than. Sau khi ubng mot lidu Cefpodoxime, & ngudi 16n khoe manh co
chirc ning thén binh thudng, ndng do dinh huyét tuong dat dugc trong vong 2 - 3 gid va ¢d
gia tri trung binh 1,4 microgam/ml; 2,3 microgam/ml; 3,9 microgam/ml tuong Ung véi cac
lidu 100 mg, 200 mg, 400 mg.
Khoang 40% Cefpodoxime lién két v6i protein huyét tuong. Thudc duge thai trir duéi dang
khong thay déi qua loc cta cAu than va bai tiét cia 6ng than. Khoang 29 - 38% liéu ding
duoc thai trir trong vong 12 gid & ngudi 16n ¢6 chirc ning than binh thuong. Khong xay ra
bién i sinh hoc & than va gan. Thudc bj thai loai & mirc d9 nhat dinh khi thim tach mau.
CHI PINH
Cefpodoxime duge ding dudi dang udng dé dicu trj cac bénh tir nhe dén trung binh & dudng
hé hép dudi, ké ca viém phdi cip tinh mac phai & cdng dong do cac chung Streptococcus
pneumoniae hodc Haemophilus influenzae nhay cam (ké ca cac chung sinh ra beta -
lactamase) va, dot kich phat cép tinh cua viém phé quan man do céc chung S. pneumoniae
nhay cam va do cac H. influenzae hodc Moraxella (Branhamella, truée kia goi la Neisseria)
catarrhalis, khong sinh ra beta — lactamase.
Cefpodoxime ciing ¢6 vai trd trong diéu tri bénh viém tai giita cép do céc chung nhay cam .
pneumoniae, H. influenzae (ké ca céc chung sinh ra beta - lactamase) hoéc B. catarrhalis.
Cefpodoxime ciing duoc dung dé diéu tri nhiém khuin dudng tiét niéu thé nhe va vira, chua
¢6 bién chimg (viém bang quang) do cac ching nhay cam E. coli, Klebsiella pneumoniae,
Proteus mirabilis, hodc Staphylococcus saprophyticus.
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Mot liu duy nhét 200 mg Cefpodoxime dugc dung dé didu tri bénh lau cép, chua bién chimg,
& ndi mac o tir cung hodc hdu mon - tryc trang ctia phu nit va bénh 13u ¢ ni¢u dao cua phu nlt
va nam gidi, do céc chung c6 hodc khong tao penicilinase cta Neisseria gonorrhoea.
Cefpodoxime ciing duge ding dé didu trj nhiém khuén thé nhe dén vira chua bién chimg & da
va chu tric da do Staphylococcus aureus c6 hodc khong san sinh penicilinase va cac chung
nhay cam cua Streptococcus pyogenes. ,

LIEU LUQGNG VA CACH DUNG W

Nguedi I6n va tré em trén 13 tudi: ;

Pé didu tri dot kich phat cdp tinh ciia viém phé quan man hogc viém phéi cép tinh thé nhe dén
vira méic Phéi & cong dong, lidu thuong ding ctia Cefpodoxime 1a 200mg (1 vién)/lan, cir 12
gior mot 1an, trong 10 hodc 14 ngay tuong ing.

Pbi v6i cac nhidm khun da va cu trac da thé nhe va vira chua bién chimg, liéu thudng dung
1a 400mg (2 vién) mdi 12 gio, trong 7 - 14 ngay.

Pé diéu tri bénh lau niéu dao chua bién chimg & nam, nit va cac bénh lau héu mon - truc trang
vA ndi mac cd tir cung & phu nit: Dung 1 lidu duy nhat 200mg (1 vién) Cefpodoxime, tiép theo
a diéu tri bing doxycyclin ubng dé dé phong c6 ca nhiém Chlamydia.

Tré em:

Pé didu tri viém tai gitra cép & tré em tir 5 théng tudi dén 12 tubi, ding liéu Smg/kg (t6i da
200mg) cefpodoxime mdi 12 gid, hodc 10mg/kg (tbi da 400mg) ngay mot lan, trong 10 ngay.
Pé diéu tri cic bénh nhiém khuan khic cho tré dudi 15 ngay tudi: Khong nén dung
cefpodoxime.

T 15 ngay tudi dén 8 tudi: nén ding dang dich treo, khong dung dang vién nang.

Trén 9 tudi: 100mg /1in, ngay 2 lan.

Liéu cho ngwoi suy thin:

Phai giam tiy theo mirc d9 suy than. DPéi véi ngudi bénh ¢6 do thanh thai creatinin dudi 30
ml/ phut, va khéng thim tach méu, liéu thudng dung, cho cach nhau ctt 24 gio mot lan. Nguoi
bénh dang thim tach mau, uéng liéu thuong ding 3 1an/tudn.

CHONG CHI PINH

Khéng duge dung Cefpodoxime cho nhimg ngudi bénh bi di ing voi cac cephalosporin va
ngudi bi rbi loan chuyén hoa porphyrin.

THAN TRONG

Truée khi bit dau didu tri bing Cefpodoxime, phai diéu tra ky vé tién st di (mg ctia ngudi
bénh véi cephalosporin, penicilin hodc thudc khac.

Cén sir dung than trong d6i v6i nhimg ngudi man cam véi penicillin, thiéu nang than va phu
nir ¢6 thai hodic dang cho con bu.

TUONG TAC THUOC

Hép thu Cefpodoxime giam khi c6 mét cua cac thude khang acid, vi vdy tranh dung ddng thoi
Cefpodoxime cung voi thudc khéng acid.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Theoi ky mang thai

Chua c6 tai liéu ndo néi dén viée st dung Cefpodoxime trong thoi gian mang thai. Cac
cephalosporin thuong duge coi nhur an toan khi str dung cho ngudi mang thai tuy nhién chi sur
dung thudc nay cho phu nir ¢6 thai khi thyc su can thiét.

Thoi ky cho con bt

Cefpodoxime dugc tiét qua sita me voi ndng do thip. Mic du néng do thip, nhung van c6 3
vén dé s& xdy ra dbi voi tré bu sira me c6 Cefpodoxime: roi loan hé vi khuin dudng rudt, tac
dung tryc tiép dén co the tré va sai lac két qua nudi cdy vi khuan, néu phai lam khang sinh a6
khi tré sot.

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

Khong anh hudéng.
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TAC DUNG KHONG MONG MUON

Thuong gap,

Tiéu héa: Budn ndn, ndn, tiéu chay, dau bung.

Chung: Pau dau. 0 i~

Phan tmg di img: Phét ban, ndi may day, ngua. s

It gap, ) )

Phan tmg di (mg: Phéan (mg nhu bénh huyéet thanh v6i phat ban, s6t va dau khép va phan (g
phan vé.

Da: Ban do da dang.

Gan: Réi loan enzym gan, viém gan va vang da r mat tam thoi.

Hiém gap,

Mau: Tang bach cAu ua eosin, roi loan vé mau.

Théan: Viém thén k& c6 hdi phuc.

Than kinh trung wong: Tang hoat dong, bi kich dong, khé ngu, lu lan, ting truong luc va
chong mat hoa mit.

Cich xit tri tac dung khong mong mudn

Ngtmg diéu tri bang Cefpodoxime.

Théong bdo cho bdc si cdc tic dung khong mong mudn gap phai khi sir dung thubc.

SU' DUNG QUA LIEU , : -
Qua liéu Cefpodoxime chua duge bio cdo. Triéu chimg do dung thudc qué lieu c6 the gom
budn ndn, ndn, dau thugng vi va tiéu chay. Trong truomg hop c6 phan imng nhidm ddc nang né
do ding qua liéu, thdm phan méu hay tham phan phic mac ¢6 thé giup loai bo Cefpodoxime
ra khoi co thé, dac biét khi chirc ning than bi suy giam.

BAO QUAN: Trong hop kin, & nhiét do dudi 30°C, tranh 4nh séng.

HAN DUNG: 24 thang ké tir ngay san Xuét.

* Khong dung thude qud thoi han sic dung.

QUY CACH PONG GOI: Hop 01 vi x 10 vién.

. San xuit boi:
) CONG TY TNHH PHIL INTER PHARMA
S6 20, Dai 16 Hiru Nghi, Khu cong nghiép Viét Nam-Singapore, Thuan An, Binh Duong

CHAUTHFSUING LAN
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Rx Prescription drug
Keep out of reach of children
Read the package insert carefully before using
For any more information, please consult your doctor

MANPOS

COMPOSITION: Each capsule contains:
Active ingredient: Cefpodoxime proxetil ......ocevvviiiiinnnen 260 mg

equivalent to Cefpodoxime .............c.enn 200 mg
Inactive ingredient: Carboxymethylcellulose calcium, sodium lauryl sulfate, hydroxypropyl
cellulose, magnesium stearate, empty gelatin No.0.
PHARMACEUTICAL DOSAGE FORM: Hard capsule.
PHARMACOLOGY
Cefpodoxime is a third generation cephalosporin antibiotic, has a high level of stability
against attack from bacterial beta-lactamases, produced by Gram-negative and by Gram-
positive bacteria. The antibacterial action of cefpodoxime is through inhibition of bacterial
cell wall synthesis probably by acylation of membrane bound transpeptidase enzymes; this
prevents cross linkage of peptidoglycan chains, which is necessary for bacterial cell wall
strength and rigidity.
MANPOS is commercially available for oral administration as cefpodoxime proxetil (ester of
cefpodoxime). Cefpodoxime proxetil is a prodrug of cefpodoxime and has little antibacterial
activity until hydrolyzed in vivo to cefpodoxime. Cefpodoxime proxetil is absorbed from the
gastrointestinal tract and metabolized by nonspecific esterases to its active metabolite
cefpodoxime, probably in the intestinal wall.
PHARMACOKINETICS
The bioavailability of cefpodoxime is about 50%. This bioavailability is increased when
cefpodoxime is administered with food. Serum half-life of cefpodoxime is 2.1 — 2.8 hours in
patients with normal renal function. Serum half-life is reported to be 3.5 to 9.8 hours in
patients with impaired renal function. Following an oral dose of cefpodoxime, in healthy
adults with normal renal function, peak serum concentration of cefpodoxime activity is
attained within 2-3 hours and average 1.4 microgams/ml; 2.3 microgams/mk; 3.9
microgams/ml following, respectively 100 mg, 200 mg and 400 mg dose.
About 40% of cefpodoxime is bound to plasma proteins. It is excreted unchanged by
glomerular filtration and renal tubular secretion. About 29 - 38% of a dose is excreted within
12 hours in adults with normal renal function. Renal and hepatic biotransformation has not
occurred. It is removed by haemodialysis to some extent.
INDICATIONS
Cefpodoxime is used orally for the treatment of mild to moderate lower respiratory tract
infections, including acute community-acquired pneumonia caused by susceptible strains of
Streptococcus pneumoniae or Haemophilus influenzae (including beta-lactamase producing
strains) and acute exacerbation of chronic bronchitis caused by susceptible strains of S.
pneumoniae, non beta-lactamase producing H. influenzae or Moraxella (Branhamella,
formerly Neisseria) catarrhalis.
Cefpodoxime has also a role in treatment of acute otitis media caused by susceptible strains of
S. pneumoniae, H. influenzae (including beta — lactamase producing strains) or B. catarrhalis.
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Cefpodoxime is used for mild to moderate uncomplicated urinary tract infections (cystitis)
caused by susceptible strains of E. coli, Klebsiella pneumoniae, Proteus mirabilis or
Staphylococcus saprophyticus.

Single 200mg doses of cefpodoxime are used to treat acute uncomplicated endocervical or
anorectal gonorthoea in women and urethral gonorrhoea in men or women caused by
penicillinase-producing or non-penicillinase-producing strains of Neisseria gonorrhoea.
Cefpodoxime is also used for mild to moderate uncomplicated skin and skin structure
infections caused by susceptible penicilinase and non penicilinase-producing Staphylococcus
aureus or susceptible strains of Streptococcus pyogenes.

DOSAGE AND ADMINISTRATION

Adults and children over 13 years:

For the treatment of acute exacerbation of chronic bronchitis or mild to moderate acute
community-acquired pneumonia, usual dose of cefpodoxime is 200mg (1 capsule), every 12
hours, for 10 or 14 days, respectively.

For mild to moderate uncomplicated skin and skin structure infections, the usual dose is
400mg (2 capsules), every 12 hours, for 7 - 14 days.

For the treatment of uncomplicated urethral gonorrhoea in men and women and for anorectal
or endocervical gonococcal infections in women, patients should receive a single 200mg dose
of cefpodoxime (1 capsule), followed by oral doxycycline therapy for possible coexisting
chlamydial infection.

Children:

For the treatment of acute otitis media in children 5 months to 12 years, a cefpodoxime
dosage of Smg/kg (up to 200mg) every 12 hours or 10mg/kg (up to 400mg) once daily for 10
days is recommended.

For the treatment of other infections in children under 15 days of age: not recommended.

15 days — 8 years: The oral suspension should be taken, not capsule.

Over 9 years: 100mg twice daily.

Dosage in renal impairment:

Dosage should be modified according to the degree of renal impairment for patients with
creatinine clearance of less than 30 ml/minute. Such non-dialyzed patients should receive the
usual dose every 24 rather than 12 hours. Patients maintained on hemodialysis should receive
the usual dose 3 times weekly.

CONTRAINDICATIONS

Cefpodoxime is contraindicated in patients with known allergy to cephalosporins or with
porphyria.

PRECAUTIONS

Prior to initiation of cefpodoxime therapy, inquiry should be made concerning history of
allergy to cephalosporins, penicilins and other drugs.

Cefpodoxime should be used with caution in patients who have penicillin sensitivity, renal
impairment and in pregnant and breast feeding women.

DRUG INTERACTIONS

Absorption of cefpodoxime is impaired by antacids; therefore it should be avoided to take
cefpodoxime concomitantly with an antiacid.

PREGNANCY AND LACTATION

Safety in pregnancy

No reports describing the use of cefpodoxime during human pregnancy have been located.
Cephalosporins are usually considered safe to use during pregnancy.

Safety in breast feeding

Low concentrations of cefpodoxime are excreted into human milk. In spite of these low
levels, 3 potential problems exist for the nursing infant exposed to cefpodoxime in milk:
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modification of bowel flora, direct effects on the infant, and interference with the
interpretation of culture results if a fever work-up is required.

EFFECTS ON ABILITY TO DRIVE AND OPERATE MACHINES

No effects.

SIDE EFFECTS

Common,

Gastrointestinal: Nausea, vomiting, diarrhea, abdominal discomfort.

General: Headache.

Allergic reactions: Rashes, pruritus, urticaria.

Less common,

Allergic reactions: Serum sickness-like reactions with rashes, fever and arthralgia and
anaphylaxis.

Skin: Erythema multiforme.

Liver: Disturbance in liver enzymes, transient hepatitis and cholestatic jaundice.

Rare,

Blood: Eosinophilia and blood disorders.

Kidney: Reversible interstitial nephritis.

CSN: Hyperactivity, nervousness, sleep disturbance, confusion, hypertonia and dizziness.
Instructions about how to manage adverse and side effects

Interrupt the treatment.

Inform your doctor in case of any adverse reactions related to drug use.

OVERDOSE

Overdose cefpodoxime have not been reported. Toxic symptoms include nausea, vomiting,
epigastric distress, diarrhea. In the event of serious toxic reaction from overdosage,
hemodialysis or peritoneal dialysis may aid in the removal of cefpodoxime from the body,
particularly if renal function is compromised.

STORAGE: Stored in a hermetic container, below 30°C, protect from light.

SHELF-LIFE: 24 months from manufacturing date.

* Do not use if the drug is out of date.

PACKAGE: 10 capsules/blister, 01 blisters/box.

Manufactured by:
PHIL INTER PHARMA Co., LTD.
No. 20, Huu Nghi Bld., VSIP, Thuan An, Binh Duong
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