wand g &
F Ee T, \0\® S
oo T | 2008
o™ pm(_eiP”
!

diu:,.] S 07 200

LTI
Rl UL LT TT T LTI

56 16 SX (lot. No):
Ngay SX (Mfg. Date):
HD (Exp. Date}:

Rx mhusc ban theo don/
Prescription medicine

® o

Q:

=k

Cefpodoxim Proxetil m:;
tuong Ung véi Cefpodoxim ........... 200mg Dnu

Hop 1 vi x 10 vién nang cing/
Box of 1 blister of 10 capsules

PODUS 54,

Cefpodoxim Proxetil
tuang Ung vdl Cefpodoxim . 300mg

Composition: Each capsules contains:

Cefpodoxim Proxetil equivalent to Cefpodoxim 200mg
Excipients g.s.f 1 capsule
2 0 0 Indications, C indications, Dosage -

1 Ml Cefpodoxim Proxetil Administration and other information:
| _ ”O tiong ting vdi Cefpodoxim .......... 200mg See the package insert inside.
[ g E‘ Storage: Store in a dry place, below 30°C,
1 E 3 U Thanh phan: Méi vién nang cling chia: Specifications: Manufacturer's,
| <3 Cefpodoxim Proxetil tuong iing vai Cefpodoxim 200
o8 C T3 dpu a : i e e 5 ":lg Keep out of reach of children. Carefully read the
33 2.0y e accompanying instructions before use.
W Chi dinh, Chéng chi @inh, Cich dung - Lidu diing
3 @ va cac théng tin khac: San xudt tai/ Manufactured by
i Xin xemn t& hudng dan si dung thubc bén trong hop. CONGTY C.P DUCC PHAM HA TAY/

HATAY PHARMACEUTICAL J.5.C
T8 dan phdé 56 4, La Khé, Ha Dang, TR Ha Noi
Population groups Na.4, La Khe, Ha Dong, Ha Noi City.

Tiéu chuan: TCCS.
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Bao quan: Noi khd, nhiét do dudi 30°C.

Dé xa tam tay tré em. Phdn phéi béi/ Distributed by;
Boc ky hudng dan sir dung trudc khi dung. CONG TY C.P DUGC PHAM MEDIPRODUCT
SDK (Reg No.): 58 4/26, ngd 20, dudng M§ Binh, Ti Liém, Ha Nol

BT: 04, 3795 6547 * www.mediproduct.com.vn |




Hudng dan str dung thudc:
Thudc ban theo don

CONG TY

A
e <[ cOPHiN \o
: DUCC PHAM
- Dang thude: Vién nang ctmg. *9 i ;EY ,;
- Qui cach déng géi: Hop 1 vix 10 vién nang cing, 2 \‘}%

- Thanh phan: Cefpodoxim Proxetil tuong Ung v4i Cefpodoxim 2 -1
Ta dugce vd 1 vién
(Ta diege gém: Natri lauryl sulfat, polacrilin potassium, crospovidone, croscarmellose natri,
bot talc, magnesi stearat, colloidal silicon dioxide, cellulose microcrystalline)
- Duge lyc hoe: Cefpodoxim 1a khang sinh cephalosporin thé hé 3. § nhitng nude cé ty 1€
khéng sinh thap, cefpodoxim c6 d6 bén vitng cao trude su tan cong cua céc beta-lactamase, do
céc cau khuén Gram (-) va Gram (+) tao ra.

Vé nguyén tic, cefpodoxim c6 hoat luc d6i véi cau khuin Gram(+) nhu phé ciu khuin
(Streptococcus pneumoniae), cic lién ciu khuén (Streptococcus) nhom A, B, C, G va véi céac
tu cdu khuin Staphylococcus aureus, S. epidermidis c6 hay khong tao ra beta-lactamase. Tuy
nhién, thudc khong ¢6 tic dung chéng céc tu ciu khuin khing isoxazolyl-penicilin do thay ddi
protein gén penicilin (Kiéu khang cta tu ciu vang khéng methicilin MRSA).

Cefpodoxim ciing c6 tac dung ddi véi cac cau khuin Gram (-) cé4c truc khudn Gram (+) va
Gram (-). Thude ¢6 hoat tinh chéng céc vi khudn Gram (-) gdy bénh quan trong nhu: E. coli,
Klebsiella, Proteus mirabilis va Citrobacter.

Nguoc lai vdi cdc cephalosporin loai uéng khac, cefpodoxim bén vitng d6i véi beta-
lactamase do Haemophilus influenzae, Moraxella catarrhalis va Neisseria sinh ra.

Cefpodoxim it tic dung trén Proteus vulgaris, Enterobacter, Serratia marcesens v
Clostridium perfringens. Céc khudn nay d6i khi khéng hoan toan.

- Duge dong hoc: Cefpodoxim & trén thi truong la dang thudc udng cefpodoxim proxetil
(ester cua cefpodoxim). Cefpodoxim proxetil it tac dung khang khuan khi chua dugc thuy
phén thanh cefpodoxim trong co thé.

Hap thu: Cefpodoxim proxetil duge hap thu qua dudng tiéu hoa va dugc chuyén hoa bdi cac
esterase khong ddc hi¢u, ¢6 the tai thanh rugt, thanh chét chuyén hoé cefpodoxim c6 tac dung.
Kha dung sinh hoc ctia cefpodoxim khoang 50%. Kha dung sinh hoc nay tang lén khi dung
cefpodoxim cung véi thirc an.

Phdn b6 - chuyén héa: Nira doi huyét thanh ciia cefpodoxim 1a 2,1-2,8 giv d6i v6i bénh nhén
¢6 chic nang thin binh thudmg, Nira doi huyét thanh tang lén dén 3,5-9,8 git & ngudi bi thidu
ning than. Sau khi uéng mot lidu cefpodoxim, & ngudi 16n khoé manh c6 chirc nidng than binh
thuong, noéng do dinh huyét trong dat dugc trong vong 2-3 gidr va cb gia tri trung binh
LApg/ml; 2.3ug/ml; 39ug/ml d6i véi cdc lidu 100mg, 200mg, 400meg. Khoang 40%
cefpodoxim lién két véi protein huyét trong.

Thai trir: Thudc duge thai trir dudi dang khong thay déi qua loc clia ciu than va bai tiét cua
ong thin. Khoang 29-38% lidu dung duge thai trir trong vong 12 gi¢ & nguoi 16n ¢6 chire nang
than binh thuong. Khong xay ra bién doi sinh hoc & than va gan. Thude bj thai loai & mire do
nhét dinh khi tham tach méu. ,

- Chi dinh:

+ Diéu trj céc bénh tir nhe dén trung binh & duong hd hip duséi, ké ca viem phoi cap tinh mic
phai & cong dong do cac chung Streptococcus pneumoniae hoic Haemophilus influenzae nhay
cam (ké ca cac ching sinh ra beta-lactamase) va dot kich phat cap tinh cua viém phé quan man



do céc ching S. pneumoniae nhay cam va do cic H. influenzae hoic Moraxella catarrhalis,
khong sinh ra beta-lactamase. ;
+ Diéu tri bénh viém tai giita cap do céc ching nhay cam S, pneumoniae, H. influenzae (ké ca
cac chung sinh ra beta-lactamase) hoiic B. catarrhalis.
+ Cefpodoxim ciing duoc ding dé diéu tri nhiém khun dudng tiét niéu thé nhe va vira, chua
c6 bién chimg (viém bang quang) do cic ching nhay cam E.coli, Klebsiella pneumoniae,
Proteus mirabilis hoac Staphylococcus saprophyticus.
+ Cefpodoxim dugc ding dé didu tri bénh lau cp, chua bién chimg, & ndi mac cé tir cung
hogc hau mon- tryc trang clia phu nit va bénh 1au ¢ niéu dao cta phu nir va nam gidi, do céc
chung c6 hodc khong tao penicilinase cua Neisseria gonorrhoea.
+ Cefpodoxim ciing duge dung dé diéu tri nhidm khuén thé nhe dén vira chua bién chiung & da
va céc to chirc da do Staphylococcus aureus c6 tao ra hay khong tao ra penicilinase va cac
chung nhay cam cua Streptococcus pyogenes.
- Cach dung va lidu dung: Usng theo su chi dan ciia thay thudc.
Nguoi lom va tré em trén 13 tudi:
e diéu trj dot kich phat cdp tinh cua viém phé quan man hogc viém phéi cép tinh thé nhe dén
vira mic phai cta cong ddng, lidu thuong dung cua cefpodoxim 1a 200 mg (1 vién)/lan, cir 12
gi0 mot lan, trong 10 hodc 14 ngay tuong tng.
Déi v6i cac nhidm khudn da va cac tb chirc da thé nhe va vira chua bién ching, lidu thuong
ding 12 400 mg(2 vién) méi 12 gid, trong 7 - 14 ngay.
Dé diéu trj bénh l4u niéu dao chua bién chimg & nam, nir va céc bénh lau hau g 1c trang
va ndi mac cd tir cung & phu nir: Ding 1 lidu duy nhét 200 mg cefpodox' S
la diéu trj bang doxycyclin uéng dé dé phong 6 ca nhiém Chlamydia.
Nguoi l6n va tré em dudi 13 tudi: =
Chion dang bao ché va ham luong cho phu hop hodc theo chi dan ctia bad)si
Liéu cho nguoi suy thgn:
Phéi giam ty theo mirc d6 suy thén:
+ D0i v6i ngudi bénh c6 o thanh thai creatinin tir 10-39 ml/ phat, lidu thuong
nhau ctr 24 gid mot 1an.
+ D6i v6i ngudi bénh 6 do thanh thai creatinin tir <10 ml/ phit, lidu thudng ding, cho cach
nhau c&r 48 gié mét Ian.

(Thuéc nay chi dang theo s ké don cia bdc si)
- Chong chi dinh:
Khéng duge dung cho nhimg ngudi bénh bi di img véi cac cephalosporin va ngudi b réi loan
chuyén hoa porphyrin. : V
Tre em dudi 15 ngay tudi
- Théan trong: Trudc khi bit dau diéu tri bing cefpodoxim, phai diéu tra ky vé tién st di ing
cua nguoi bénh véi cephalosporin, penicilin hodc thude khac. Can st dung than trong dbi véi
nhitng ngudi man cam véi penicilin, thidu nang than va ngudi c6 thai hodc dang cho con bi.
- Sir dung cho phu ni¥ ¢6 thai hoic cho con bii:
Thoi ky mang thai: Chua c6 tai liéu nao néi dén viée sir dung cefpodoxim trong thdi gian
mang thai. Tuy vdy, cic cephalosporin thuong dwgc coi nhu an toan khi sir dung cho ngudi
mang thai.
Thoi ky cho con bi: Cefpodoxim duge tiét qua sira me véi nong d6 thdp. Mic du nong do
thap, nhung van c6 3 vén d& sé xay ra d6i v6i tré em bu sita c6 cefpodoxim: Réi loan hé vi

, cho cach




khuin duong rudt, tac dung truc tiép dén co thé tré va két qué nudi cdy vi khuin s& sai, néu
phai lam khéng sinh d6 khi c6 sét.
- Sir dung thudc khi lai xe, vAn hanh may méc: Thudc khong gy budn ngu, khong anh
huéng dén hoat dong cua ngucn dang l4i xe hodc van hanh may maéc.
- T4c dung khéng mong muén cia thude:
Thuong gap Dau d4u; Tiéu hoa (budn nén, ndn, ia chay, dau bung); Phan g di
ung(phat ban, n6i may day, ngira).
It gdp: Phan tng di ung (phan rng nhu bénh huyet thanh v&i phat ban, sét va dau khép
va phan g phan v¢); Da (ban d6 da dang); Gan (ri loan enzym gan, viém gan va vang da
mat tam thoi).
Hiém gdp: Mau (ting bach ciu wa eosin, ri loan vé mau); Than (viém thén k& c6 hoi
phuc); Than kinh trung wong (tdng hoat dong, bi kich dong, khé ngu, 1t 14n, ting trrong lyc va
chéng mit hoa mét).
* Ghi chu: " Thong bdo cho bdc si nhitng tic dung khéng mong muon gdap phdi khi sir
dung thubce".
- Twong tac véi thude khic, cic dang twong tic khac:
Hap thu cefpodoxim giam khi c6 chét chdng acid, vi vily tranh ding cefpodoxim cling véi chét
chdng acid.
Probenecid giam thai trir cefpodoxim qua than.
- Qua liéu va cich xir tri: Chua c6 tai heu béo cao.
- Han dung: 24 thang tinh tir ngay san Xuit. Khong diung thube da qua han sir dung.
*Luuy ¥ Khi thay vién thudc bi 4m méc, chuyen mau, nhin thude in s 16 SX, HD mo...hay co
cac biéu hién nghi ngd khéc phai dem thude t6i tra lai noi ban hodc noi sin xuét theo dia chi
trong don. /& :
- Bao quan: Noi kho, nhiét d6 dudi 30°C.
- Tiéu chudn 4p dung:TCCS.
DE XA TAM TAY TRE EM.
Khéng diing qua liéu chi dinh.
"Doc kj huéng dan sir dung triweée khi din
Néu can thém théng tin xin héi ¥ kién bdc s
THUOC SAN XUAT TAI:
CONG TY C.P DUQGC PHAM HA TAY
Té din phé sé 4- La Khé- Ha Pong - TP. Ha Npi

DT: 04.33824685 FAX: 04, 33829054 Tua.cyc TRUg:g
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