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R Thusc ban theo don

CEFPODOXIM 100my

CONG THUC: Mdi vién nén bao phim chia

- Cefpodoxim (dang Cefpodoxim proxetil).... .. 100 mg
- Ta dugc (Starch 1500, Avicel, La{nusa khan Nalniauryl sultal Dlsolcal DST Aerosil,
Magiesium stearate, HPMC, PEG 6000, Talc, Titan oxyd, Mau da oxit sit).... v.d. 1vign
TRINH BAY: Vign nén bao phim - vi 10 vign, Hop 3vi, hjp 10 vi.

CAC DAC TINH DUgC LY:

* Céac ddc tinh duge Iye hoe:

- Cefpodaxim 14 khéng sinh cephalosporin thi hé 3. Cefpodoxim co phd khdng khudn rong ddi
véii nhidu vi khudn Gram duong v Gram &m. Cefpodoxim @in dinh khi ¢ sy hign dign clia enzym
beta-lactamase. Do d8, nhidu vi khudn dé khang voi penicilin va vai khdng sinh nhom
cephalosporin do vi khudn tao beta-lactamase, o6 thé nhay cam véi Cefpodoxim. Cefpodoxim bj
bat hoat boi mdt sd beta-lactamase phd roing.

- Tinh digt khudn cla Cefpedoxim do e ché sy tng hgp véch té bao vi khudn. VE nguyén tde,
cefpodoxim ¢o hoat lyc d6i voi cdu khudn Gram duong nhu ph& cdu khudn (Streptococcus
pneumoniag), cac lién cdu khuin (Streptococcus) nhom A, B, C, G va véi cée ty cdu khudn
Staphylococeus aureus, S. epidermidis co hay khidng tao ra beta — lactamase. Tuy nhign, thudc
khBng co tic dung chéing cdc ty cu khufn khang isoxazalyl — penicilin do thay d8i protein gén
penicilin (kifu khdng clia tu cdu vang khang methicilin MRSA), Kidu khing khang sinh MASA
nay dang phat trién ngay cang ting & Viet Nam. Cefpodoxim clng cé tac dyng déi voi céc cdu
khudn Gram 4m, cdc tryc khudn Gram dudng v Gram &m. Thufic c6 hoat tinh ¢héing céc vi
khudn Gram am gay bénh quan trong nhu £, coli, Klebsielia, Proteus mirabilis va Citrobactar,

- Tuy nhién & Vigt Nam, c4c vi khudn nay cling khdng ¢ cephalosporin the hé 3. Van dé nay cin
luu ¥ vi d6 12 mdt nguy cothat bai trong didutri.

- Nguigc lai véi céc cephalosporin loai ufing khic, cefpodoxim bén viing aGi véi beta - lactamase
do Haemophilus influenzae, Moraxella catarrhalis v Meisseria sinh ra. Tuy vay nhdn xét nay
ciing chua dugc theo ddi co hé théng tai Vigt Nam va hoat v ciia cefpedoxim cao hdn dén mic
9 nao so vdi hoat Iijc cla céc cephalosporin ulng khac cling chua rd.

- Cefpodoxim it tdc dung trén Profews vuigaris, Entercbacter, Serratia marcesens va
Clostridium perfringens. Cac khuin ndy doi khi khdng hoan todn

- Cic ty cdu vang khang methicilin, Staphviococcus saprophylicus, Enterecoceus,
Pseudomonas aeruginosa, Pseudomonas gpp., Clostridium difficife, Bacteroides fragilis,
Listeria, Mycopiasma pneumoniae, Chlamydia va Legionelfa pneumophili thubing khang hodn
toan cephalosporin.

* Géac ddc tinh dugc ddng hoe:

- Cefpodoxim proxetil duge hip thu qua duting ti€u hoa va dudc chuyEn hoa béi cic esterase
khBing déc hidu, co thé tai thanh rubt, thanh chit chuyén hoa cefpodaxim cd tac dung.

- Sinh kha dung cia cefpodoxim khodng 50%, Sinh kha dung nay ting I&n khi ding cefpodoxim
cling véi thirc &n. Thi gian ban thi clia cefpodoxim 14 2,1 - 2,8 git d6i v6i ngudi bénh cb chilc
nang than binh thuing, Thaii gian bén thai tang [&n d&n 3,5 - 9,8 gidy & ngudsi bi thiéu ndng than.
Sau khi ubng mft lidu cefpodoxim, & ngubi 1Gn khoé manh cd chirc ning than binh thudng, néng
dd dinh huy8t tuong dat duge trong vong 2 - 3 gitt va cd gi4 tr trung binh 1,4 microgam/ml,
2,3 microgam/ml, 3,8 micragam/ml d6i véi céc liéu 100 mg, 200 mg, 400 mg.

- Khodng 40% cefpodoxim lién kEt voi protein huy@t tudng. Thulic dugc thai trr dutl dang khing
thay d6i qua loc ciia cAu than va bai tiét cla Gng thin. Khodng 29 - 38% lidu ding dugc thai trir
trong vbng 12 giti & ngudii 1n 66 chife nang than binh thuing. Khong xAy ra bién i sinh hoe &
than va gan. Thudc bi thai loai & mdc do nkat dinh khi thdm tach médu.

CHI DINH DIEU TR]:

- Cefpodoxim dugc ding dudi dang ubng a2 didu trj nhim khudn dovi khudn nhay cim.

- Bidu trj cac bénh tif nhe dén trung binh & dutng hé hip duti, k& ci viem phdi cdp tinh mic
phai d cOng déng do céc chiing Streptococeus preumoniae hodic Hasmophilus influenzae nhay
cim (k& ci céc ching sinh ra beta - lactamass) va, dgt kjch phat cip tinh ciia viém ph& quan
man do cdc ching S, pneumoniae nhay cam va do cdc H. influenzae hode Moraxella
(Branhamella, trudc kia goi 12 Neisseria) catarrhalis, khdng sinh ra bata - lactamase.

- Didu tri céc nhim khudn nhe va vifa  dubing hd hap trén (thi dy dau hgng, viém amidan) do
cic chiing Streptocaccus pyogenes nhay cam. Viém tai gilta cip do céc chiing S pneumoniae,
H. influenzae nhay cam (k€ cd cac chiing sinh ra beta - lactamase) hodc B. catarrhalis.

- Bigu tri nhim khudn dubing ti&t nidu thé nhe va vita, chua cf bién ching (viém bang quang) do
cdc ching E.coli, Klebsiella pneumoniae, Profeus mirabilis, hodic Staphylococeus
saprophyticus nhay cam.

- Didutr] b&nh 1ju cdp, chua bign ching, & ndi mac cf i cung hotic hau mon - tryc tring ciia phu
nit va bénh |3u & nifu dao clia phy nif v nam gidi, do cic chling cd hodc khong tao penicilinase
cha Neisseria gonorrhoea (mot liBu duy nhat 200mg).

- Diu tri nhiém khudn th& nhe dén vila chua bign ching & da va cac 16 chic da do
Staphylococcus aureus cf tao ra hay khng tao ra penicilinase va cac ching Streptococcus
pyogenes nhay cam.

CHONG CHI DINH:
- MAn cAm vdi bt ky thanh phdn nio cha thubic.
- Nguii bénh bid] img wil cac cephalosporin va ngutsi bj réi loan chuyén héa porphyrin.
TAC DUNG KHONG MONG MUON:
- Thuing gap: Budn ndn, ndn, la chdy, daubung. dau ddu. Phat ban, ndi may day, nglfa.
- [t g@p: Phin ting nhubénh huyBt thanh voi phét ban, st va dau khap va phn iing phan va.

+ Da: Ban dd da dang.

+Gan: RG1 logn enzym gan, viém gan va vang da ( mat tam thai.
- Higém gap:

+Mau: Ting bach cduua eosin, rii loan vé méu.

+Than: Vigm than k& c6 hdi phyc.

+ Thdn kinh trung sang: Tang hoat dong, b kich 60ng, khé ngd, 10 tEn, ting truong Iyc va
chéng mét hoa mat,
Thing béo cho béc sinhitng tc dyng khing mong mudn gép phai khi si dyng thubc.
TUONG TAC THUGC:
- Halp thu cefpodoxim giam khi cb-chét chﬂng acid, vl vay trénh ding l:alpodoxlm ciing véi chat
chiing acid. -
THAN TRONG KHI DUNG THUGC:
- Trube khi bat ddu diéu trj béing cefpodoxim, phéi difu tra ki vé tién sir dj ing cha ngudi bgnh
i cephalosporin, penicilin hodc thudc khic.
- Gdn sif dyng than trgng ddi vdi nhitng ngudi m&n cim véi penicilin, thiflu n&ng thin va nguii
cf thai hodc dang cho con bi.
* 8it dyng cho phy nif ¢ thai va cho con bi:
- Thisi ky mang thai: 5 dung than trong cho ngudli mang thai vi chua co tai liéu ndo noi dén vide
U dung cefpodoxim trong thisi gian mang thal. Do d6, hiy cin nhic ki cing lgi fch va nguy co
cla vific sir dung thude nay cho phy nd mang thai.
- Thiii ki cho con bi: Sif dung than trong vi Cefpodoxim dugc gt qua sila me vdi ndng d thip.
Mac dii ning 86 thap, nhung vin c6 3 vAn 08 sé xay ra ddi voi tré em bo sia cd cefpodoxim: Rdi
loan hé vi khudn duiing rudt, tac dyng triic tip dén corthd tré va ket qua nudi iy vi khudn s& sai,
nfu phai 1Am khéng sinh dé khi ¢ sbt.
* Tdc djng ciia thubic khi |41 tau xe va vin hanh may mac:
Co thé xdy ra chong mét, than trong khi ding cho ngudi I4i xe vé van hanh may moc.
LIEU LUONG VA CACH DUNG:
* Ngurérl I6n va tréd em trén 13 tudi:
- Diu 1rf dot kich phit c4p tinh cia viém ohé quén man hogc vim phdi cdp tinh thé nhe dén
vila mdc phdi clia chng ddng, liu thubing diing: 200 mg/ldn, cir mbi 12 git mé@t I4n, trong 10
hodic 14 ngay tudng dng.
- DI vl viém hong va/hodc viém amidan thé nhe d&n vita hodc nhigm khudn duting tigt nidu thé
nhe hodic vila chua bién ching: 100 mg mdi 12 gie, trong 5- 10 npay hodc 7 ngy tudng (ng.
- B vbi cac nhifm khufn da va cc 18 chitc da thé nhe va vira chua bién ching, liu thuiing
ding t&: 400 mg mdi 12 gid, trong 7 - 14 ngdy.
- Diéu tri bénh l4u nidu dao chua bién ching & nam, Al va cdc bénh 14u hiu mdn - tryc tring va
ndi mac ¢f tif cung & phy nl: ding 1 1i8u duy nhat 200 mg cefpodoxim, tigp theo 1 digu tr| bing
dexyeyclin udng dé dé phong cb ca nhidm Chiamydia.
* Didu trj cac bénh nhim khufn khic cla trd em:
- Trén 9 twdi: 100 mg/i4n, ngay 2 I4n.
* Liéu 8@ vai bénh nhan suy thin:
- Phéi gidm thy theo mc d suy thin. BGi vii ngudi bénh cd @0 thanh thai creatinin it hon
30 mi/phot, va khong thdm tach méu, liéu thuting ding, cho cdch nhau el 24 gig mdt n. Ngubi
bénh dang thdm tdch mau, ubng liéu thubng ding 3 1dn/tudn.
QUA LIEU VA XU TRi:
Qud liu Cefpodaxim proxetil chua duge bio cdo, Trigu ching do diing thutic qué 1iéu 6 thé gdm
bubn nbn, ndn, dau thugng vi va fa chdy.
* X tri- Trong trubing hop &6 phan @ng nhi#m dic ndng do ding qua liu, thim phin mau hay
thdm phan phiic mac c6 thé giGp loai bd cefpodaxim ra khi cothé, d3c bist khi chic ndng than
bisuy gidm,
HAN DUNG: 36 thing k8 tir ngiy sin xuit,
DOC KY HUGNG DAN SI DUNG TRUGC KHI DUNG. NEU CAN THEM THONG TIN, XIN HE1 ¥
KIEN BAC ST.
BAD QUAN NGI KHO, TRANH ANH SANG, NHIET B KHONG QUA 30°C.
DE XATAM TAY CUA TRE EM.
TIEU CHUAN AP DUNG: TCCS.
THUGC BAN THEO DON.

CONG TY CO PHAN DUGC PHAM TV.PHARM
(,J 27 Nguyén Chi Thanh - K.2 - P.9 - Tp. Tra Vinh - Tinh Trd Vinh
TV.PHARM DT (0234) 37583 121, Fax: (0294) 3740 239




https://trungtamthuoc.com/

R( Prescription only

CEFPODOXIM 100mg

COMPOSITION:

- Cefpodoxime (as Cefpodoxime proxetil.... g «..100mg
- Excipients (Starch 1500, Avicel, Lastuse drled Sadlum Iaury# sulphate DISU|GB| DST,
Aerosil, Magnesium stearate, HPMC, PEG 6000, Talc, Titan oxyd, Red iron oxide)..qs.1 caplel
PRESENTATION: Film coated caplet - Blisters 10 caplats, Box of 3 blisters.
PHARMACOLOGICAL PROPERTIES:

* Pharmacodynamics properties:

- Cefpodoxim a 3rd generation cephalosporin antibiotic. Cefpodoxim have wide antibacierial
spectrum against many Gram-positive and Gram-negative. Cefpodoxim stable in the
presence of beta-lactamase enzymes. Thus, many bacteria are resistant to penicillin and
cephalosparin antibiotics due to some bacteria produce beta-lactamase, may be sensitive with
Cefpodoxim. Cefpodoxim inactivated by a number of broad-spectrum beta-lactamase.
Cefpodoxim bactericidal by inhibiting the synthesis of bacterial cell walls.

- In principle, cefpodoxime is active against Gram-positive bacteria such as Pneumococcus
(Streptococcus pneumoniae), Streptococcus (Streptecoccus) in group A, B, €, G and
Staphylococcus aureus, S. epidermidis with or without excreting beta - lactamase. However,
drugs are not effective against the resistant staph isoxazolyl - penicillin due to changes in
penicillin-binding protein (type Staphylococcus aureus resistance methicilin MRSA). This
type of antibiotic resistance MRSA is increasing development in Vietnam.

- Cefpodoxime is also active against Gram-nagative coccus, Gram-positive and Gram-
negative bacillus. It is active against some Gram-negative bacteria causing important
diseases such as F.coli, Klebsiella, Proteus mirabilis and Oitrobacter. However in Vietnam,
this bacteria is resistant to the 3rd generation cephalosporins. This problem is noteworthy
because it is a risk for treatment failure. Contracy to other oral cephalosporins, cefpodoxim is
stable from beta - lactamase excreted by Hae-mophiius influenzae, Moraxella catarrhalis and
Neisseria.

- However, this comment has not been systematically monitored in Vietnam and motility of
cefpodoxim higher extent than the potency of other oral cephalosporing unclear,
Celpodoxime Is less active agaisnt Proteus vulgaris, Entarobacter, Serratia marcesens and
Clostridium perfringens. These bacteria is somelimes completely resistance.

- Type Staphylococcus aureus resistance methicilin, Staphylococcus saprophyticus,
Enterococcus, Pseudomonas aeruginosa, Pseudomonas spp., Clostridium  difficile,
Bacteroldes fragilis, Listeria, Mycoplasma pneumenias, Chiamydia and Legionella
pneumophili often totally cephalosporin resistance.

* Pharmacokinetics properties:

- Cefpodoxim proxetil has absorption in gastrointestinal tract and is metabolized by non-
specific esterase probably at wall of intestine and become active metabolite of cefpodoxim.

- Bloavailability of cefpodoxim Is about 50%. It incerases when using cefpodoxim with food.
The serum half-life of cefpodoxim in plasma of normal renal function patients is around 2,1 -
2,8 hours and prolong to 3,5 - 9,8 hours in patients with impaired renal function. After an oral
dose of cefpodoxim, a healthy adult with normal renal function has peak serum levels
achieving within 2-3 hours and the average value is 1,4 microgam/ml, 3,9 microgam/mi for
doses of 100 mg, 200 mg, 400 mg. Approximately 40% of cefpodoxim bound to plasma
proteins. Cefpodoxime is eliminated in unchanged form through glomerular filtration and
tubular excretion. Approximately 29 - 38% of dose are excreted within 12 heurs in normal
renal function patients. There is no metabolism in kidney and liver. Cefpodoxime is eliminated
ata certain level when hemodialysis.

INDICATIONS:

- Cefpodoxim be used as drinking to treat infections caused by susceptible bacteria.

- Treatment form mild to moderate of lower respiratory tract, including acute pneumonia due
to - strains of Streptococcus pneumoniae or Haemophilus influenzae sensitive (including
strains born beta - lactamase) and acute chronic bronchitis caused by S. pneumoniae
sensitive and by H. influenzae or Moraxella (Branhamelia formerly known as Neisseria)
Catarrhalis, not born beta - lactamase.

- Upper respiratory tract infections from minor to moderate (such as sore throat, tonsillitis)
caused by sensitive Streptococcus pyogenes. Acute tympanitis caused by S. preumoniae or
Haemophilus influenzae (including the bacteria secreting beta — lactamase) or B. catarrhaiis.
- Uncomplicated (cystitis) urinary tract infections fram minor to moderate caused by sensitive
E.coli, Klebsiella pneumoniag, Proteus mirabilis, or Staphylococcus saprophyticus.

- Uncomplicated acute gonorrhea at endocervical or anal-rectum of women and gonorrhea at
urinary tract of men and women caused by Neisseria gonorrhoea with or without secreting
penicilinase.

- Uncomplicated skin and soft tissue infections from minor to moderate caused by

Staphylococcus aureus with or without secreting penicilinase and 1ensitiue Streptocaccus
pyogenes.
CONTRAINDICATIONS:
- Hypersensitivity to any of the ingredients.
- Hypersensitivity to cephalosparins and parphyrin metabalic disorders.
SIDE EFFECTS:
- Dften seen: nausea, vomitting, diarrhea, abdominal pain, headache. Rash, pruritus, urticaria.
- May seen: serum reaction with rash, fever and joint pain and anaphylaxis.
+ Skin: multiform erythema.
+ Liver: liver enzymes disorders, hepatitis, temporary bilirubin icterus,
- Rarely seen:

+ Hematology: eosinophilia, haemic disorders.

+ Kidney: recovered interstitial nephritis.

+ Central nervous system: hyperactivity, stimulation, having trouble sleeping, forgetful,
hypertonia, vertigo.
* You should inform your physician side effects you meet when u:ifg.
INTERACTIONS: N !
- Absorption of Cefpodoxime decreases when antacids are present, therefore do not use
Cefpodoxime and antacids together.
SPECIAL PRECAUTIONS:
- Prior to the administration of Cefpodoxime, we should investigate carefully a history of
allergy to cephalosporin, penicilin and other medicines.
- This product should be given with caution to patients with hyper}sensitiuity reactions to
penicillin, renal tailure, pregnancy and lactation.
* For pregnant women and nursing mothers:
- Pregnancy: Use with caution in pregnant women because no datas study cefpodoxim use
during pregnancy. Therefore, carefully consider the benefits and risks of using this drug for
pregnant women.
- The Lactation: Use with caution because Cefpodoxim is excreted in human milk with low
concentrations. Although low concentrations, but there are 3 problems happening to children
sucking milk containing Cefpodoxime: Intestinal bacterial nvargril\h. affecting directly
children's bodies and if making antibiotics map when having fever, the results could be
wrong.

* Effects on ability to drive and operate machineries:

- May seen vertigo so should be given with caution to driver and rnanhm.snas operarators.
DOSAGE AND ADMINISTRATION:
* Adults and children > 13 years old:
- Treatment of acute attack of chranic bronchitis or acute pneurnonia from mild to moderate
community acquired, usual dose: 200mg/times, every 12 hours, for 10 or 14 days
respectively.
- For pharyngitis and/or tonsillitis from mild to moderate or urinary tract infections from
mild to moderate uncomplicated: 100 mg every 12 hours, for 5 - 10 days or 7 days
respectively.
- For skin infections and minor skin organization and has no complications, usual dese Is 400
mg every 12 hours for 7 - 14 days.
- Treatment of uncomplicated urethral gonorrhea in men, women and gonorrhea at anal -
rectal and cervical endometrium in women: use 1 single dose of 200 mg cefpodoxim, followed
by treatment with oral doxycycline to prevent infection with the Chlamydia.
* Treatment of other bacterial infections of children:
- Over 9years: 100 mo/times, 2 times/day.
* The renal failure patients:
- Adjusted dose depends on the level of renal failure. When creatining clearance < 30 ml/min
and not dialysis, usual dose, once in each 24 hours. Patients with ‘dialysis, usual dose, 3
times/week.
OVERDOSE: no data on overdose.
SHELF LIFE: 36 months from manufacturing date.
READ THE PACKAGE INSERT CAREFULLY BEFORE USE. IF YOU NEED FUTHER
INFORMATION PLEASE CONSULT YOUR DOCTOR.
STORE IN DRY PLACE, DO NOT STORE ABOVE 30°C, PROTECT FROM LIGHT.
PRESCRIPTION ONLY.
KEEP OUT OF REACH OF CHILDREN.
SPECIFICATION: MANUFACTURER'S . |

ﬁ TV.PHARM PHARMACEUTICAL JOINT-STOCK COMPANY
IV 27 Nguyen Chi Thanh St. - Hamlet 2 - Ward 9 - Tra Vin ity - Tra Vinh Province
TV.PHARM OT: (0294) 3753 121, Fax: {0294) 3740 239




