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NHAN Vi CEODOX 100

Kich thuéc:
Dai
Cao

58 mm
105 mm

Vi Alu/Alu

/‘

sb 16 sx: s
Ceodaxem | Ceodaxem:
Cefpodoxim ... 100 mg Cafpodaidime 100mg
(duti dang Cefpodoxim proxetil) o Cobioaabs oo
CTY CP DUCC PHAM GLOMED | GLOMED PHARMACEUTICAL Co. Inc.

. Ceodaxem

i 100 g | Cefpodoxim ... 100 mg
(as Cefpodoxime proxetil) (dudi dang Cefpodoxim proxetil)
S @ 0B
GLOMED PHARMACEUTICAL Co. Inc. | CTY CP DUJQIC PHAM GLOMED
Ceodaxemn | Ceodaxern
Cefpodoxim ........... .100mg | Cefpodoxime —........100 mg
(duti dang Cefpodaxim p "‘i (as Cefpodoxime proxetil)
CTY CP DUGC PHAM GLOMED E GLOMED PHARMACELITICAL Ca, Inc.
Ceodaxem | Ceodaxernn
Cefpodoxime ...._.100mg | Cefpodoxim ............ 100 mg
(as Cefpodaxime proxetil) (duidi dang Cefpodaxim proxetil)
GLOMED PHARMACEUTICAL Ca,ne. | €TY CP DUGIC PHAM GLOMED
Ceodaxern | Ceodaxermn
Cefpodoxim ... 100 mg Cefpodoxime ... 100 mg
(du dang Cefpodaxim proxetil) {as Cefpodaxime proxetil)
\EI’YCPWOCFHIMGLOMED G.mwﬁmunc&mty

A05/55BS,
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NHAN HOP CEODOX 100

Kichthuéc: Hop 1 vix 10 vién
Dai : 110mm
Rong: 12mm
Cao : 60 mm

THANH PHAN: Ceom

M&i vién nén bao phim chifa Cefpodoxim 100 mg
(dudi dang Cefpodoxim proxetil)

Each film coated tablet contains Cefpodoxime 100 mg
(as Cefpodoxime proxetil)

Té duge vifa di 1 vién/ Excipients q.s. 1 tablet

CHI BINH, LIEU LUGNG, CACH DUNG, CHONG CHI BINH VA CAC THONG TIN
KHAC VE SAN PHAM: Xin doc tb hudng din sif dyng.

INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OTHER
INFORMATION: Please refer to the package insent.

BAO QUAN: B3o quin noi kho rdo, trinh &nh sdng, nhigt 6 khong qud 30°C.
STORAGE: Store at the temperature not more than 30°C,
in a dry place, protect from light.

S0 16 58X / Batch No.:

NSX / Mig. Date
HD / Exp. Date

e e —

E XA TAM TAY CDA TRE EM. Sin it bl CONG TY ¢ PHAN DUYC PHAM GLOMED
DOC K¥ HUONG DAN SU DUNG TRUOC KHI DUNG.  29A Dai Lb Ty Do, KCN Viét Nam-Singapore, Thidn An, Binh Duong.

TIEU N: USP 36 Try 58 chinh:
sPK 35 Dai L) Ty Do, KCN Viét Nam-Singapore, Thudn An, Binh Duong.

(

R Thuéc ban theo don/Prescription only

Ceodsx

Cefpodoxime 100 mg

@ Hép 1 vi x 10 vién nén bao phim
7 Box of 1 blister of 10 film coated tablets
ey |

KEEP OUT OF REACH OF CHILDREN. Manufactured by: GLOMED PHARMACEUTICAL COMPANY, Inc.
READ CAREFULLY THE LEAFLET BEFORE USE. 294 Tu Do Boulevard, Vietnam-Singapore Industrial Park, Thuan An, Binh Duong.
SPECIFICATION: USP 36 Head office:

Reg. No.: 35 Tu Do Baulevard, Vietnam-Singapore Industrial Park, Thuan An, Binh Duong.
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NHAN HOP CEODOX 100

Kich thuéc: ’ Hop 2 vix 10 vién
Dai : 110mm
Rong: 12mm
Cao : 60mm

Ceodsxin)

THANH PHAN: s

Mbi vién nén bao phim chira Cefpodoxim 100 mg
(dudi dang Cefpodoxim proxetil)

é Each film coated tablet contains Cefpodoxime 100 mg
~ (as Cefpodoxime proxeti)

Té dugc vita dii 1 vién/ Excipients q.s. 1 tablet

cHI BINH, LIEU LUGNG, CACH DUNG, CHONG CHI BINH VA CAC THONG TIN
KHAC VE SAN PHAM: Xin doc 9 hudng din sif dyng.

INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OTHER
INFORMATION: Please refer to the package insert.

BAD QUAN: Bio quin noi kho rdo, trinh 4nh sdng, nhiét d9 khong qué 30°C.
STORAGE: Store at the temperature not more than 30°C,

in a dry place, protect from light. :
J—— P

oy o= e

56 16 5X / Baich No.:

NSX / Mig. Date :

HO / Exp. Dats

BE XA TAM TAY CJA TRE EM. San xit bis: CONG TY ¢8 PHAN DUC PHAM GLOMED

BOC KY N SU DUNG TRUOC KHI DONG.  29A Bai L) Ty Do, KCN Viét Nam-Singapore, Thulln An, Binh Duong.
TIEU N: USP 36 Tru sb chinh:

$OK: 35 Bai LY Tu Do, KCN Viét Nam-Singapore, Thudn An, Binh Dumng.

BB\ ey -

/ R Thuéc ban theo don/Prescription only

Ceodsx i

o
o r§ o
S

@ H6p 2 vi x 10 vién nén bao phim
\ S Box of 2 blisters of 10 film coated tablets
rr———
KEEP OUT OF REACH OF CHILDREN. Mamufactured by: GLOMED PHARMACEUTICAL COMPANY, Inc.
READ CARERILLY THE LEAFLET BEFORE USE. 254 Tu Do Boulevard, \ietnam-Singapore Industrial Park, Thuan An, Binh Duong.

SPECIFICATION: USP 36 Head office;
— Reg. No.: 35 Tu Do Boulevard, Vietram-Singapore Industrial Park, Than An, Binh Duong,
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HUGNG DAN SU DUNG THUOC

| 2. Dwge Iye hoc va duge déng hoc
| Duwgce lue hoe
| Cefpodoxim 14 khéng sinh ban tdng hop thudc nhém cephalosporin thé h¢ thir 3. Cefpodoxim tac dung bing céch irc ché tong hop vach té

- Kha dung sinh hgc cua cefpodoxim khoang 50%. Kha dung sinh hoc nay tang 1&n khi ding cefpodoxim cting vdi thirc dn. Acid dich vi

| - Viém tai giiva cip do S. pneumoniae hoic H. influenzae ké ca céc ching sinh beta-lactamase, hoic B. catarrhalis.

~ CEODOX®100 | |

Cefpodoxim
Vién nén bao phim

1. Thanh phén
MG@i vién nén bao phim chia:
Hoat chdt: Cefpodoxim 100 mg (duéi dang Cefpodoxim proxetil).

Té dugc: Cellulose vi tinh thé va carboxymethylcellulose natri, croscarmellose natri, natri lauryl sulfat, cellulose vi tinh thé 102, silic
dioxyd thé keo, magnesi stearat, opadry blue.

bao vi khuén. Cefpodoxim bén v&i men beta-lactamase. Vi vay, nhiéu chiing khang penicilin va cephalosporin, do tiét beta-lactamase, ¢6
thé nhay cam véi cefpodoxim. Cefpodoxim c6 thé bj mat hoat tinh bai mdt vai beta-lactamase phd rong.

Cefpodoxim téc dung hdu hét trén cac ching vi khuén ca in vitro va trén 14m sang nhu:

- Céc vi khuén Gram duong hiéu khi, gdm: Staphylococcus aureus (ké ca cac chung sinh penicilinase), Staphylococcus saprophyticus,
Streptococcus pneumoniae (trir cac chung khang penicilin), Streptococcus pyogenes.

- Céc vi khudn Gram am hiéu khi, gém: Escherichia coli, Klebsiella pneumoniae, Proteus mirabilis, Haemophilus influenzae (ké ca cic
chiing sinh beta-lactamase), Moraxella catarrhalis, Neisseria gonorrhoeae (ké ca cic chiing sinh penicilinase).

Cefpodoxim khéng co tac dung trén Pseudomonas va Enterobacter, Enterococci, Staphylococci khang methicilin.
Dugc dgng hoc

- Cefpodoxim proxetil duge hép thu qua dudng tiéu hoa va duge chuyén héa béi cac esterase khong dic hiéu, cé thé tai thanh rudt, thanh
chit chuyén hoa cefpodoxim c6 tic dung.

thdp 1am giam hip thu thube. Nira doi huyét trong cia cefpodoxim 13 2 dén 3 gity ddi v6i ngudri bénh c6 chire nang thén binh thuomg va |
kéo dai hon & ngudi bj thidu nang than,

- Sau khi uéng mot liéu cefpodoxim, & ngudi 1én khoe manh ¢6 chirc nang thén binh thudng, néng dé dinh huyét twong dat duge trong
vong 2-3 gid va co gia trj trung binh 1,5 microgam/ml, 2,5 microgam/ml va 4 microgam/ml véi c4c lidu trong (mg 100 mg, 200 mg,
400 mg. Cefpodoxim dat ndng d¢ didu tri trong dudmg hd hip, tiét niéu-sinh duc va mit. Khoang 20-30% cefpodoxim lién két véi
protein huyét turong,

- Thubc duge thai trir trong nudc tidu dudi dang khong ddi qua loc cdu than va bai tiét qua dng than. Khoing 29-33% liéu diing dugc thai
trir trong vong 12 gidr & ngudi 16m ¢6 chirc nang than binh thudmg. Khong xay ra bién dbi sinh hgc & than va gan. Thubc b thai loai &
mirc d6 nhét dinh khi thim tach mau. |

3. Chi dinh
Piéu trj cac nhiém khuén thé nhe va vira do céc vi khuin con nhay cam gdy ra bao gbm:

- Nhiém khuén dudng hé hdp duéi, ké ca viém phbi mic phai & cong ddng do S. preumoniae hoic H. influenzae ké ca céc chiing sinh
beta-lactamase, va dot kich phat cp tinh cta viém phé quan man do S. pneumoniae va H. influenzae khong sinh beta-lactamase, hodc
M. catarrhalis.

- Nhiém khudn duéng hd hip trén nhu viém hong va viém amidan do Streptococcus pyogenes.

- Nhiém khuén da va cac td chirc da chura bién chimg do Staphylococcus aureus hodc Streptococcus pyogenes.

- Nhiém khuan tiét niéu chua bién ching nhu viém bang quang do Escherichia coli, Klebsiella pneumoniae, Proteus mirabilis, hodc
Staphylococcus saprophyticus.

- Bénh lau cép chwa bién chimg & ni¢u dao hodc cb tir cung do Neisseria gonorrhoeae.
4. Liéu diing va cdch diing %}%
Nén ubng thudc ngay sau bira an. V.

Ngudi lom va tré em trén 12 tudi: |

- Dot kich phat cip tinh ciia viém phé quan man: 200 mg/ l_ﬁn, rlg:)y 2 lan, trong 10 ngay.
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| - Nhiém khuén tiét niéu chua bién chimg: 100 mg/l4n, ngay 2 lan, trong 7 ngay.

' Anh hwéng ciia thubc dén khé niing diéu khién tau xe va vin hanh miy méc: Thubc khong anh huong dén kha néng l4i xe va vén
- hanh mdy moc.

Thucng gdp, ADR > 1/100 ‘3—-—""_—7—--55 :
Tiéu héa: Budn non, nén, tiéu chay, dau bung. -"'6""""'\
Chung: Pau diu. C‘Og:c
Phan (mg dj img: Phat ban, ndi may day, ngira. Toe pH
it gap, 1/1000 < ADR < 1/100 4 OM&
Phan (g di img: Phan tmg nhu bénh huyét thanh v6i phét ban, sét, dau khép va phan img phén vé. E

| Da: Ban d6 da dang. Wy BTAW

| Hiém gap, ADR < 1/1000
| Méu: Tang bach cAu ua eosin, ri loan v& méu.

| - Bénh lau cép chua bién chimg: Lidu duy nhét 200 mg.

| Céc thue khang acid va céc chét déi khang thy thé histamin H, lam giam hip thu cefpodoxim.

9. Qui lidu va xi tri
Triéu chumg: Phin lén thube chi gay nﬁ{( budn nén, dau viing thuong v va tiéu ché_xg_(_.__

Viém phdi méc phai & cong ddng: 200 mg/lin, ngay 2 lan, trong 14 ngay.

- Viém hong, viém amidan: 100 mg/l4n, ngay 2 l4n, trong 5-10 ngay

- Nhi&m khuén da va céc td chirc da chua bién chimg: 400 mg/lan, ngay 2 lan, trong 7-14 ngay.

Tré em tir 9 - 12 tudi:

- Viém tai gira cAp: 5 mg/kg (t6i da 200 mg) ngay 2 lin, hogic 10 mg/kg (t6i da 400 mg) ngay 1 14n, trong 10 ngay.
- Viém phé quan, viém amidan: 5 mg/kg cdn niing (t6i da 100 mg) 2 lan/ngay, trong 5-10 ngay.

- Céc nhiém khuén khac: 100 mg /1in, ngay 2 lan.

Bénh nhén suy thdn: Nén giam lidu & bénh nhan suy thén.

- Ngudi bénh c6 do thanh thai creatinin it hon 30 ml/ phit, va khéng thim tach méu, lidu thudng diing, cho céch nhau cir 24 gidr mot lan.

- Ngudi bénh dang thim tach mau, ubng liéu thuong ding 3 lin/tudn.

5. Chéng chi djnh

Bénh nhan ¢6 tidn sir qua man vai cac khang sinh thuge nhém cephalosporin hogic rdi loan chuyén héa porphyrin.

6. Luu ¥ va thin trong

Khoéng dung chung véi bét ky thube nao khac c6 chira cefpodoxim.

Dung cefpodoxim dai ngay c6 thé 1am phat trién qua mirc cic vi khuéin khong nhay cam.

Thén trong khi dung thudc trén bénh nhan suy than, tién st dj tmg véi penicilin.

Viém dai trang va viém dai tring mang gia lién quan dén khang sinh da dugc bio céo, ké ca cefpodoxim, c6 thé tir mirc 49 nhe dén de doa
tinh mang. Vi vay, cin chi ¥ t¢i viéc chin dodn bénh nay & ngudi bénh tiéu chay trong hodc sau khi diing cefpodoxim. Nén ngung ding
cefpodoxim va diéu tri dic hiéu Clostridium difficile. Khéng nén dung thubc trc ché nhu dong rudt.

Sir dyng trén phuy nir c6 thai va dang cho con bi: Chua c6 s6 liéu nghién ctru ddy du vé& mirc d¢ an toan khi ding cefpodoxim trén
ngudi mang thai, do d6 phu nir c6 thai chi nén ding thudc nay khi that cin thiét. Cefpodoxim c6 thé bai tiét trong sita me. Vi thube c6 thé
gy phan (g nghiém trong cho tré nho bit me, do vay khong nén ding thubc trong thai gian cho tré bii hodc nén ngimg cho tré bi khi
dang diéu trj voi cefpodoxim,

7. Téc dung khéng mong mudén (ADR)

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

Thén: Viém than k& c6 hdi phyc.
Thén kinh trung uvong: Tang hoat dong, khé ngy, Ia 13n, va chéng mit hoa mit.
Hurdng dén cdch xit tr{ ADR:

Ngimg diéu trj bing cefpodoxim. @,’
Ngung si dung va hoi y kién bdc st néu: Xay ra tiéu chay, non va budn nén. /
Théng bdo cho bdc s nhirng tic dung khéng mong mubn giip phéi khi ding thude.

8. Twong tic cia thude véi cdc thube khéc va cdc logi twong téc khéc

Probenecid trc ché thai trir cefpodoxim qua thén.
Diing ddng thoi cefpodoxim véi cac thube gy doc than c6 thé 1am ting nguy co dgc tinh trén than.
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| Xir tri: Khong c6 thube giai doc dic higu, trrong hop qué—li_éu nén tién hanh rira da day dé loai phan thubc chua hip thu ra khoi co thé. |
Tham phan m4u hay thdm phan phic mac c6 thé 1am gép phén lam giam ndng d cefpodoxin ng trudng hgp c6 tn thuong
chirc nang than. Tuy nhién, chu yéu viéc diéu trj qua liéu 12 hd trg hodc giai quyét tri¢
10. Dgng bao ché va déng géi

Hop 1 vi x 10 vién nén bao phim.

Hop 2 vi x 10 vién nén bao phim. \C

Hop 10 vi x 10 vién nén bao phim. \:b &
L Diéu kién bio quin: Bao quan noi kho rdo, tranh dnh séng, nhiét do khdng qua 30°
| 12. Tiéu chuén chit lwgng: USP 36.

14. Han ding: 36 thang ké tir ngay san xudt,
|

TUQ.CYC TRUONG
TRUGNG PHONG

A .
THUOC BAN THEO BON : uUng
DE XA TAM TAY CUA TRE EM
PQC KY HUONG DAN SU DUNG TRUGC KHI DUNG

NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SI

San xuét boi: CONG TY CO PHAN DUQC PHAM GLOMED
Dia chi: 29A Dai 1§ Ty Do, KCN Viét Nam - Singapore, thj xa Thu@n An, tinh Binh Duong.
. Try s& chinh: 35 Dai 1§ Ty Do, KCN Viét Nam - Singapore, thj x4 Thudn An, tinh Binh Duong.
- . DT: 0650. 3768823 Fax: 0650. 3769095




